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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Dr. J. Austin Burns 
Regulatory Affairs Manager 
Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63137 

WASHINGTON, D.C. 20460 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

NOV··2 2 2011 

Subject: MON 89034 x TC1507 x MON 88017 x Dfo..S"59122"7 and MON 89034 x TC1507 x 
MON 88017 x DAS"59122-7 RIB Complete™ June 10,2011 and October 27,2011 
Applications to Amend the Expiration Date for Monsanto SmartStax Products 
EPA Registration Nos. 524"581 and 524-595 

Dear Dr. Burns: 

The amendments referred to above, submitted in connection with registration under 
Section 3(c)(7)(A) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as 
amended, are acceptable subject to the following terms and conditions. 

1) The expiration date for these products is November 30, 2013. 

2) The Agency recognizes that large corn rootwonn populations, environmental conditions, 
and protein expression levels can influence corn root damage and may affect the 
definition of suspected CRW resistance. The Agency plans to work with the registrants 
to refine the definition of suspected resistance based on these factors. Until such time 
that the Agency accepts a modified definition of suspected resistance to corn rootworm, 
resistance will be suspected in cases where the average root damage in the SmartStax 
field is > 0.5 on the nodal injury scale (NIS) and the frequency of SmartStax with > 0.5 
nodes destroyed exceeds 50% of the sampled plants. 

3) Within 90 days of this amendment, you must submit an enhanced rootworm resistance 
monitoring plan for SmartStax that accounts for reports of suspected and/or confinned 
resistance. The rootworm resistance monitoring plan and the revised definitions for 
suspected and confirmed resistance for SmartStax must be found acceptable to BPPD 
by May 1, 2012 and utilized by Monsanto beginning in the 2012 season. This enhanced 
monitoring program should: 
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o Be practical and adaptable and provide information on 
relevant changes in corn rootworm population sensitivity to 
SmartStax; 

o Be focused on areas where the potential for resistance is 
greatest for SmartStax and for the corn rootworm active 
single event components of SmartStax (Cry3Bb1 and 
Cry34Ab1/Cry35Ab1), based on available information on 
historical pest pressure, unexpected performance issues, 
historical suspected and/or confirmed resistance incidents 
as currently defined or as modified in EPA accepted enhanced 
monitoring programs, prevailing agronomic practices (e.g. 
crop rotation versus continuous corn}, and academic and 
extension publications on Bt corn field performance; 

o Involve coordination to the extent possible with other 
stakeholders, such as academic and extension experts in the 
states where corn rootworm is a major pest,. other 
registrants of SmartStax, and other registrants of similar 
products, as appropriate; 

o Be responsive to incidents of suspected or confirmed 
resistance to the registrant's other products containing the 
same active ingredient{s}, as well as to publicly available 
reports of suspected or confirmed resistance to other Bt protein 
toxins in SmartStax. 

4) Within 90 days of this amendment, you must submit an enhanced remedial action plan 
for SmartStax that includes actions to be taken in response to both suspected and 
confirmed resistance. This remedial-action plan must include a description of steps to 
be taken in response to customer product performance inquiries and annual reporting to 
the agency on the outcomes of investigations into any such inquiries that might indicate 
potential resistance. The program must include revised definitions of unexpected 
damage to SmartStax corn that could indicate potential suspected resistance. The 
enhanced remedial action plan must be found acceptable to BPPD by May 1, 2012. 

5) The Grower Guide or its supplements must include language directing the user to 
contact a company representative if they observe unexpected insect feeding damage to 
their SmartStax corn. As part of its follow up on reports of unexpected damage to 
SmartStax corn, the registrant must determine the nodal injury scale {NIS} of affected 
corn. If the NIS results fall within the definition of suspected resistance for SmartStax, 
then until such time as the Agency accepts a modified remedial action plan, the 
registrant must provide specific guidance to affected growers in managing corn 
rootworms in the affected fields. This will include 1} providing specific grower guidance 
to control the adult stage of corn rootworms, where adult beetles are still present and 
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laying eggs during the season that unexpected damage meets the suspected resistance 
definition; and 2) where the grower continues to be an existing customer of the 
registrant or seed company licensee into the following season, providing specific grower 
guidance and assistance to use an additional or alternative pest control method during 
the season following the initial finding that unexpected damage meets the suspected 
resistance definition. 

6) Monsanto will submit additional modeling, scientific literature, and other scientific 
information addressing the impact of pyramid PIP use in areas of confirmed resistance 
to one of the rootworm-active components of the pyramid by August 30, 2012. 

7) Should resistance to any of the constituent toxins of SmartStax be confirmed (from 
target pest populations collected in 2012 or prior growing seasons) in accordance with 
the existing definition of "confirmed resistance" for the appropriate toxin, EPA will 
reassess and, if EPA concludes it is necessary, Monsanto will revise the refuge/seed 
blend requirements for SmartStax. The registrants may independently submit updated 
definitions of confirmed resistance for their respective SmartStax active proteins for 
EPA's consideration in order to harmonize and/or keep definitions current with scientific 
standards; any such submission must be found acceptable to BPPD by May 1, 20 t2. 
EPA will incorporate all relevant scientific information (including the data required 
above) in its reassessment of the refuge/seed blend requirements. The revised 
refuge/seed blend requirements will be effective for the following growing season (after 
resistance confirmation) in the geographic areas in which resistance was confirmed. 
The geographic area of confirmed resistance could be less than a single county, a 
single county, or multiple counties, depending on EPA's analysis of the collected data. 

8) For the SmartStax block refuge products, submit a revised Compliance Assurance plan 
by February 28, 2012. ' 

Enclosure 

-=s=~.-,;~--erely~.~~·===-
Keith A. Matthews, Director 
Biopesticides and Pollution 
Prevention Division (751 t P) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Dr. J. Austin Burns 
Regulatory Affairs Manager 
Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63137 

WASHINGTON, D.C. 20460 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

NOV 22 2011 

Subject: MON 89034 x TC1507 x MON 88017 x DI.\S-59122-7 and MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 RIB Complete™ June 10, 2011 and October 27, 2011 
Applications to Amend the Expiration Date for Monsanto SmartStax Products 
EPA Registration Nos. 524-581 and 524-595 

Dear Dr. Burns: 

The amendments referred to above, submitted in connection with registration under 
Section 3(c)(7}(A) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as 
amended, are acceptable subject to the following terms and conditions. 

1) The expiration date for these products is November 30, 2013. 

2) The Agency recognizes that large corn rootworm populations, environmental conditions, 
and protein expression levels can influence corn root damage and may affect the 
definition of suspected CAW resistance. The Agency plans to work with the registrants 
to refine the definition of suspected resistance based on these factors. Until such time 
that the Agency accepts a modified definition of suspected resistance to corn rootworm, 
resistance w'lll be suspected in cases where the average root damage in the SmartStax 
field is> 0.5 on the nodal injury scale (NIS) and the frequency of SmartStax with > 0.5 
nodes destroyed exceeds 50% of the sampled plants. 

3) Within 90 days of this amendment, you must submit an enhanced rootworm resistance 
monitoring plan for SmartStax that accounts for reports of suspected and/or confirmed 
resistance. The rootworm resistance monitoring plan and the revised definitions for 
suspected and confirmed resistance for SmartStax must be found acceptable to BPPD 
by May 1, 2012 and utilized by Monsanto beginning in the 2012 season. This enhanced 
monitoring program should: 
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o Be practical and adaptable and provide information on 
relevant changes in corn rootworm population sensitivity to 
SmartStax; 

o Be focused on areas where the potential for resistance is 
greatest for SmartStax and for the corn rootworm active 
single event components of SmartStax (Cry38b1 and 
Cry34Ab 1 /Cry35Ab 1), based on available information on 
historical pest pressure, unexpected performance issues, 
historical suspected and/or confirmed resistance incidents 
as currently defined or as modified in EPA accepted enhanced 
monitoring programs, prevailing agronomic practices (e.g. 
crop rotation versus continuous corn), and academic and 
extension publications on Bt corn field performance; 

o Involve coordination to the extent possible with other 
stakeholders, such as academic and extension experts in the 
states where corn rootworm is a major pest,. other 
registrants of SmartStax, and other registrants of similar 
products, as appropriate; 

o Be responsive to incidents of suspected or confirmed 
resistance to the registrant's other products containing the 
same active ingredient(s), as well as to publicly available 
reports of suspected or confirmed resistance to other Bt protein 
toxins in SmartStax. 

. . . 

4) Within 90 days of this amendment, you must submit an enhanced remedial action plan 
for SmartStax that includes actions to be taken in response to both suspected and 
confirmed resistance. This remedial action plan must include a description of steps to 
be taken in response to customer product performance inquiries and annual reporting to 
the agency on the outcomes of investigations into any such inquiries that might indicate 
potential resistance. The program must include revised definitions of unexpected 
damage to SmartStax corn that could indicate potential suspected resistance. The 
enhanced remedial action-plan must be found acceptable to BPPD by May 1, 2012. 

5) The Grower Guide or its supplements must include language directing the user to 
contact a company representative if they observe unexpected insect feeding damage to 
their SmartStax corn. As part of its follow up on reports of unexpected damage to 
SmartStax corn, the registrant must determine the nodal injury scale (NIS) of affected 
corn. If the NIS results fall within the definition of suspected resistance for SmartStax, 
then until such time as the Agency accepts a modified remedial action plan, the 
registrant must provide specific guidance to affected growers in managing corn 
rootworms in the affected fields. This will include 1) providing specific grower guidance 
to control the ad' !It stage of corR rGGWJ9FR1tf4 wl3ere eelult beetles a1 e still presern and : 
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UNITED STATES EHVIRONMEN~L PROTECTION AGENCY 

laying eggs during the season that unexpected damage meets the suspected resistance 
definition; and 2) where the grower continues to be an existing customer of the 
registrant or seed company licensee into the following season, providing specific grower 
guidance and assistance to use an additional or alternative pest control method during 
the season following the initial finding that unexpected damage meets the suspected 
resistance definition. 

6) Monsanto will submit additional modeling, scientific literature, and other scientific 
information addressing the impact of pyramid PIP use in areas of confirmed resistance 
to one of the rootworm-active components of the pyramid by August 30, 2012. 

7) Should resistance to any of the constituent toxins of SmartStax be confirmed (from 
target pest populations collected in 2012 or prior growing seasons) in accordance with 
the existing definition of "confirmed resistance" for the appropriate toxin, EPA will 
reassess and, if EPA concludes it is necessary, Monsanto will revise the refuge/seed 
blend requirements for SmartStax. The registrants may independently submit updated 
definitions of confirmed resistance for their respective SmartStax active proteins for 
EPA's consideration in order to harmonize and/or keep definitions current with scientific 
standards; any such submission must be found acceptable to BPPD by May 1, 2012. 
EPA will incorporate all relevant scientific information (including the data required 
above) in its reassessment of the refuge/seed blend requirements. The revised 
refuge/seed blend requirements will be effective for the following growing season (after 
resistance confirmation) in the geographic areas in which resistance was confirmed. 
The geographic area of confirmed resistance could be less than a single county, a 
single county, or multiple counties, depending on EPA's analysis of the collected data. 

8) For the SmartStax block refuge products, submit a revised Compliance Assurance plan 
by February 28,2012. 

Sincerely, 

/"ff?' _,/ .,~ 
Kei A. Matthews, Director 
Biopesticides and Pollution 
Prevention Division (7511 P) 

Enclosure 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Dr. J. Austin Burns 
Regulatory Affairs Manager 
Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63137 

WASHINGTON, D.C. 20460 

OFFICE OF CHEMICAL SAFETY 
ANO POLLUTION PREVENTION 

Subject: MON 89034 x TC1507 x MON 88017 x DAS~59122-7 RIB Complete™ 
June 10, 2011 Application to Amend the Expiration Date 
EPA Registration No. 524~595 

Dear Dr. Burns: 

The amendment referred to above, submitted in connection with registration under 
Section 3(c)(7)(A) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as 
amended, is acceptable provided that the revised expiration date for this product is November 
30, 2011. Per our discuss·1ons with Monsanto, the Agency intends to determine a longer term · 
expiration date for this product. along with other SmartStax related products, during the month 
of November. In order to facilitate this process, please submit a corresponding amendment 
application. 

Sincerely, 

eryl K. Reilly, W 
Chief, Microbial Pesticides Branch 
Biopesticides and Pollution 
Prevention Division (7511P) 
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Dr. J. Austin Bums 
Regulatory Affairs Manager 
Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MG 63137 

WASHINGTON, D.C. 20460 DCT J 
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OFACE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

Subject: MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB Complete™ 
June 10,.2011 Application to Amend the Expiration Date 
EPA Registration No. 524-595 

Dear Dr. Burns: 

The amendment referred to above, submitted in connection with registration under 
Section 3(c)(7)(A) of the Federal Insecticide, Fungicide, and Rodenticide Act (FJFRA), as 
amended, is acceptable provided that the revised expiration date .for this product is November 
30, 2011 . Per our discussions with Monsanto, the Agency intends to determine a longer term 
expiration date for this product, along with other SmartStax related products, ·during the month 
of November. In order to facilitate this process, please submit a corresponding amendment 
application. · · 

Sincerely, 

M Sheryl K. illy, Ph.D. 
Chief, Microbial Pesticides Branch 
Biopesticides and Pollution 
Prevention Division (7511 P) 

CONCURR.ENCEs 
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J Austin Burns 
Regulatory Affairs Manager 
(314) 694-6514 

October 27, 20 11 

Document Processing Desk (PETN) 
Office of Pesticide Programs 

MONSANTO 
imagine 

·--> 

Biopesticides and Pollution Prevention Division (7511P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-450 I 

Attn: Dr. Sheryl Reilly, Team Leader 92 

MONSANTO COMPAtN 

8oo N. LINoseRGH Bwo. 

ST. LOUIS, MISSOURI 63167 

http:/ ;www.monsanto.com 

Subject: Application to extend the registration of MON 89034 x TC1507 x MON 88017 x 

DAS-59122-7 RIB CornpleteTM; EPA Registration Number 524-595; non-PRIA 

Dear Dr. Reilly: 

Please find an application for the registration extension of the plant-incorporated protectant 
MON 89034 x TCI507 x MON 88017 x DAS-59122-7 RIB Complete Insect Protected, 
Herbicide-Tolerant Corn (EPA Reg. No. 524--595) enclosed. 

MON 89034 x TCI507 x MON 88017 x DAS-59122-7 RIB Complete™ was conditionally 
registered on April 8, 20 II. The initial time-limited registration expired on October 31, 20 II, 
which was subsequently extended to November 30, 2011 (EPA letter, October 27, 2011 ). 

During the initial registration period, Monsanto, in conjunction with Dow AgroSciences (EPA 
Reg. No. 68467-16), provided further infonuation supporting this product in accordance with the 
terms and conditions of registration, including an updated draft label. This current application 
request is to extend EPA Reg. No. 524-595 for a period of two years beyond the cmrent 
November, 30, 2011 expiration date based on the EPA's registration decision in the BRAD for 
this product (EPA Docket ID EPA-HQ-OPP-2011-0362-0002, April 8, 2011; p27). A 
subsequent registration extension will be requested at that time, based on the revised registration 
duration scheme for PIP products representing reduced risk for developing insect rt:.;sj§t,c-)we 
(Optimum® AcreMaxTM B.t. Corn Seed Blends BRAD; August 4, 2010; p19). ',,,, 
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Pursuant to this request, attached is a letter from Dow AgroSciences authorizing data citation 
related to Events TC1507 and DAS-59122-7. 

The documents accompanying this submission are listed in the table below. The table includes 
the classification categories "A", "B", and "C" for each document, as defined by the Agency: 

• Category "A": Materials that can be released to anyone, regardless of affiliation to a 
foreign or multi-national pesticide producer. 

• Category "B": Information can be released only to individuals that attest they are not 
employees or agents of a foreign or multi-national pesticide producer, as per FIFRA 
Section l O(g). 

• Category "C": Confidential Business Information that is protected from any disclosure 
indefinitely by provisions put forth by the EPA, as per FIFRA Section I 0. 

An email containing the fully releasable ("A") documents, with the exception of the data citation 
authorization letter, is being provided separately. 

It is Monsanto's understanding that this request is a non-PRJA action. 

• Fee category: Non-PRlA Amendment 
• Fee category amount: $0 

Should you require any additional information regarding this application please feel free to 
contact Daniel Jenkins at 202-383-2851, or myself at 314-694-6514. 

Sincerely, 

d.~-
J. Austin Burns, Ph.D. 
Regulatory Affairs Manager 
Monsanto Company 

cc: Mike Mendelson, EP NOPP/BPPD 
Dan Jenkins, Monsanto 

Monsanto Company ll-CR-l92E-2R 
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Documents accompanying this application 

Volume Category Document 
N/A A Cover letter 
N/A A Dow AgroSciences data citation letter 

N/A A Transmittal document 
CBI-Oeleted version: 
Administrative Materials for the 
Application to Amend the Registration 
of the Plant-Incorporated Protectant, 
Bacillus thuringiensis Cry1A.1 05, 
Cry2Ab2, Cry1F~ Cry3Bb1, Cry34Ab1 , 

1 A and Cry35Ab 1 Proteins and the Genetic 
Materials (Vectors PV-Zl\1IR245, 
PHP8999, PV-Zl\1IR39, and PHPI7662) 
Necessary for their Production in 
MON 89034 X TC1507 X MON 88017 
x DAS-59122-7, With an Interspersed 
In-Field Refuge Configuration Using a 
Seed Mixture 
Administrative Materials for the 
Application to Amend the Registration 
of the Plant-Incorporated Protectant, 
Bacillus thuringiensis Cry I A.1 05, 
Cry2Ab2, CrylF, Cry3Bb1 , Cry34Abl, 
and Cry35Abl Proteins· and the Genetic 

I B Materials (Vectors PV-ZMIR245, 
PHP8999, PV-ZMIR39, and PHP17662) 
Necessary for their Production in 
MON 89034 X TC1507 X MON 88017 
x DAS-59122-7, With an Interspersed 
In-Field Refuge Configuration Using a 
Seed Mixture 

I c Confidential Statement ofFormula 

Monsanto Company 11-CR-192E-2R 

Hard copy 
...j 

...j 

...j 

...j 

...j 

.pdf file for 
E-docket 

~ I ,; 't I • 

' ' ' . 
; 

" 
" 

" 

' ' .J) } ) 

Page 3 of :?, .. ) .. ;, , 
) 13 



Dow AgroSciences, LLC 
9330 Zionsville Road 
Indianapolis, £N 46268-I 054 

Dovr AgroSciences 

May27, 20II 

Document Processing Desk 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-450 I 

Attn: Dr. Keith Matthews, Esq., Director Biopesticide and Pollution Prevention Division 

LETTER AUTHORIZING DATA CITATION 

We hereby confirm that Agrigenetics, Inc. d/b/a Mycogen Seeds c/o Dow AgroSciences LLC, on behalf ofitselfand 
its affiliates, (collectively, "Dow AgroSciences") authorizes Monsanto Company (Monsanto) to cite, and the U.S. 
Environmental Protection Agency (EPA) to refer to, data previously submitted by Dow AgroSciences in connection 
with any of the folio wing products: 

•insect-protected, glufosinate-tolerant maiZe containing the Cry! F and PAT proteins, Event TC/507 
(DAS-0 1507-1); 
•insect-protected, glufosinate-tolerant maize containing the Cry34135Abl and PAT proteins, Event DAS-
59122-7 (DAS-59122-7) . . . . 

and all relevant data that Dow AgroSciences has provided EPA to support the Section 3 registration extension for 
MON 89034 x TCI507 x MON 88017 x DAS-59122-7 Insect-Protected, Herbicide-Tolerant Com (Refuge 
AdvancedrM Powered by SmartS tax® I Genuity® SmartStax0 RIB Complete ™), EPA Registration Nos. 68467-16 
and 524-595. 

This authorization shall not be construed as authorization to use or consider said data, directly or indirectly, in 
support of any application submitted by any other applicant, for an application by Monsanto for activities other than 
the registration request as described herein, or for any other regulatory entity to refer to or rely on this data. Dow 
AgroSciences does not grant permission for citation or reference of this data for any use not specifically stated 
herein, does not grant permission for citation or reference of data (including future data) not specified herein, and 
nothing in this agreement grants pennission for the U.S. EPA to provide copies of any data to any party. 

If you require further information, please contact the undersigned at 317-337-3692. J ., 

) ~ .> 'J :> l 

J 

Best Regards, 

)~itl 
Gregory L. Orr, Ph.D. 
Global Regulatory Leader- Com Traits 
Dow AgroSciences LLC 

SmarrSrax~ mu{li-evenrrechnotogy developed by Dow AgroSciences and Mottsonro. 
111SmarrSrax is o regisrered rrademork of Monsamo Technology LLC. 
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MONSANTO~-
TRANSl\'IITT AL DOCUMENT 

SUBMITTED BY 

Monsanto Company 
800 N. Lindbergh Blvd. 

St. Louis, MO 63167 

REGULATORY ACTION IN SUPPORT OF WffiCH 
THIS DOCUMENT IS SUBMITTED 

Administrative Materials for the Application to Amend the Registration of the Plant­
Incorporated Protect ant, Bacillus thuringi.ensis Cry 1 A.l 05, Cry2A b2, Cry 1 F, Cry3 Bb 1, 
Cry34Abl, and Cry3~Abl Proteins and the Genetic Materials (Vectors PV-ZMIR245, 

PHP8999, PV-ZMIR39, and f>HP17662) Necessary for their Production in 
MON 89034 X TC1507 X MON 88017 X DAS-59122-7, 

With an Interspersed In-Field Refuge Configuration Using a Seed Mixture 

EPA Registration Number: 524-595 

TRANSMITTAL DATE 

October 27, 2011 

' ) ) ) 

MONSANTO REFERENCE No. ) : 

ll-CR-192E-2R 
> ·.• ) ) .• ) ) 1 
) 

' ; . } '; 

: : 

: l ;. > :,. ) 

Monsanto Company ll-CR-192E-2R Page I ol2 
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LIST OF SUBMITTED DOCUl\llENTS 

Administrative Materials 

Volume I. Administrative Materials for the Application to Amend the Registration of the 
Plant-Incorporated Protectant, Bacillus thuringiensis CrylA.l05, Cry2Ab2, 
CrylF, Cry3Bbl, Cry34Abl, and Cry35Abl Proteins and the Genetic 
Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and PHP17662) 
Necessary for their Production in MON 89034 x TC 1507 x MON 88017 x 

DAS-59122-7, With an Interspersed In-Field Refuge Configuration Using a 
Seed Mixture 

MRIDNumber ------------------------------

Company Official: 

Company Name: 

in Bums, Ph.D. 
latory Affairs Manager 

(314) 694-6514 

Monsanto Company 

Company Contact: Daniel Jenkins, J.D., M.S. 

Monsanto Company 

U.S. Agency Regulatory Affairs Manager 
(202) 383-2851 

ll-CR-192E-2R 

I 
Date 
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MONSANTO 00 .. 
VOLU:MEl 

Administrative Materials for the Application to Amend the Plant-Incorporated Protectant, 
Bacillus thuringiensis Cry1A.l05, Cry2Ab2, CrylF, Cry3Bb1, Cry34Ab1, and 

Cry35Abl Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV­
ZMIR39, and PHP17662) Necessary for their Production in 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7, 
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The text below applies only to use of the data by the United States Environmental 
Protection Agency (U.S. EPA) in connection with the provisions of the Federal 

Insecticide, Fungicide, and Rodenticide Act (FIFRA). 

STATEMENT OF DATA CONFIDENTIALITY CLAIM 

No claim of data confidentiality is being made for information contained in this 
document on the basis of its falling within the scope ofFIFRA §10(d)(l)(A), (B), or (C). 
However, a supplemental data confidentiality claim is being made for some infonnation 
claimed herein. The applicable information has been removed to a confidential 
attachment. 

"We submit this material to the United States Envirorunental Protection Agency 
specifically under requirements set forth in FIFRA as amended, and consent to use and 
disclosure of this material by the EPA strictly in accordance with FIFRA. By submitting 
this material to EPA in accordance with the method and format requirements contained in 
PR Notice 86-5, we reserve and do not waive any rights involving this material that are or 
can be claimed by the company notwithstanding this submission to the EPA." 

COMPANY: Monsanto Company 

COMPANY AGENT' ~ ~ L...-
1. · tm Bums, Ph.D. 
Regulatory Affairs Manager 

DATE: October 27, 2011 

Monsanto Company ll·CR-192E-2R 

; .; 

.) 

~ > 
; :. j ·;: } > ., 

., 

Page 2 of 110 
18 



GLP COMPLIANCE STATEMENT 

The materials in this volume do not meet the requirements of the Good Laboratory 
Practice Standards, 40 CFR Part 160. This volume provides the administrative materials 
for the Application to amend the registration ofMON 89034 x TC1507 x MON 88017 x 
DAS-59122~ 7 Insect Protected, Herbicide-Tolerant Com with an interspersed in-field 
refuge configuration using a seed mixture, and therefore were not developed in 
compliance with 40 CFR Part 160. 

C/SUbmitter 
J. Austin Bums, Ph.D. 
Regulatory Affairs Manager 

~.· __ .... 
' ~, . ~§'2 ~ 

~Sp~nsor 
Jeffrey T. Bookout, M.S., M.B.A. 
Com Regulatory Affairs Lead 

Study Director 
William R. Reeves, Ph.D. 
Regulatory Affairs Manager 

Monsanto Company ll-CR-l92E-2R 
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Ptease read instructions on reverse before comptelinq form. Fonn Approved. OMB No. 2070-0060 Approval Expites 2-28-95 

lA 
'oEPA 

United Slates 

Environmental Protection Agency 
Washington. DC 20460 

Application for Pesticide - Section I 

0 Registration 

!2Q Amendment 

L I Other 

OPP Identifier 
Number 

1. CompanylPtoduct Number 2. EPA Ptoduct Manager 3. Proposed Classification 

File Symbol 524-595 Dr. Sheryl Reilly 

Company/Ptoduct (Name) PM# ~ None 0 Restricted 
MON 89034 X TC1507 X MON 88017 X DAS-59122-7 92 

5. Name and Addtess of Applicant (Include ZIP Code) 
Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

0 Check il this is a new address 

Amendment- Explain below. 

6. Expedited Review. In accordance with FIFRA Section3(c)(3)(BXi), my 

ptoduct is similar or identical in composition and labeling to: 

EPA Reg. No. --------------

Product Name ----------------

Section -II 
Final printed labels in response to 
Agency letter dated ~ 

D 
D 

Resubmlssion in response to Agency tetter dated 

D 
0 
D 

"Me Too" Application. 

Notification - Explain below. Other- Explain below. 

Explanation: Use additional page(s) if necessary. (For Section I and Section II.) 
Application to Amend the Registration of the P!am-Incorporated Protectant, Bacil111s th11ringiensis Cry I A .I 05, Cry2Ab2, Cry IF, Cry3Bb l, Cry34Abl 
and Cry35Ab l Proteins and the Genetic Materials (Vectors PV -ZMIR245, PHP8999, PV -ZMIR39, and PHP 17662) Necessary for their Production in 
MON 89034 x TC! 507 x MON 88017 x DAS-59!22-7, with an interspersed in-field refuge configuration using a seed mixture, to extend registration 
524-595 

11. Material This Product Will Bo Packaged In; 

Child-Resistant Packaging 

DYes· 

0No 

Unit Packaging 

Oves 
0 No 

Section- Ill 

Water Soluble Packaging 

Oves 
0No 

* Certification must 
be submitted 

lf"Yes" No, per ll"Yes" 
Packagewgt. 

No. per 
Container Unit Packaging wgt. Container 

3. Location of Net Contents lrVonnation 

0 Label 0 Container 

6. Manner in Which Label is Affixed to Product 

4. Size(s) Retail Container 

lJ LithOgraph 

0 Paper glued 

0 Stenciled 

Various 

Section -IV 

[J Other 

2. Type of Container 

0Metal 

0 Plastic 

0 Glass 

0 Paper 

0 Other 
_(Specify) 

5. Location of Label Directions 

0 On Label 

0 On Labeling accompanying ptoduct 

1. Contact Point (Complete tlems directly below for identification of individual to be contacted, if necessary, to process this application~), , '•• > 

~ ~ ,l~~~~~ 
Daniel J. Jenkins, J.D., M.S. U.S. Agency Regulatory Affairs Code) , j, +.>; .. : 

Manager ;..:J;' ·~ (202 3~j-2851 
Certification ' ' 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and comptek, · ' • , : 
I acknowledge thai any knowingly false or misleading statement may be punishable by fine or Imprisonment or ~ · 

, , ~· ~ate Application 

'· 'Received 
.; 

'"'=--=b_o_th_u_n_d_er_a_P_P_lica-bJ_e_ta_w_. -----------..,....,.-=,.,..-------------·'-~'-· ·!..;~ ··'-,.--~; -l' ($(amped) 
2

. Sig:J ~-----------··· · 
3

. Title Regulatory Affairs Manager ·'; · ' , , , , ·, , , 
;~~.-T=y-p~~~N~am--e---~~~~~-----------------l~s~.~D~a~te--------------------------------~-l 

/ J. Austin Burns, Ph.D. Tel. (314) 694-6514 

EPA Form 8570·t (Rev. 3·94) Prev.ous editions are obsolete. 

Monsanto Company 

October 27, 20 ll 

White· EPA F1tc Copy (original) Yellow Applicant Copy 

II-CR-192E-2R 

) > ' : > 
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CONFIDENTIAL STATEMENT OF FORMULA 

{CBI Cross Reference Number 1} 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 
-~ Paper~vork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average t .25 hours 

per response for registration and 0.25 hours per response for reregistration and special review activities, including time for reading the 

instructions and completing the necessary forms. Send comments regarding burden estimate or any other aspect of this collection of 

information, including suggestions for reducing the burden to Director, OPPE Information Management Division (2137), U.S. 

Environmental Protection Agency, 401 M Street, S.W., Washington DC, 20460. Do not send the completed form to this address. 

Certification with Respect to Citation of Data 
Applicant's!Registrant's Name, Address. and Telephone Number: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 
(314) 694-6514 

Active lngredient(s) andfor representative test compound( s ): Bacilfus rhuringiensis CrytA. 105, 
Cry2Ab2, CrytF, Cry3Bbt, Cry34Abl and Cry3SAbl Proteins and the Genetic Materials (Ve<:tors PV­

ZMIR245, PHP8999, PV ·ZMIR39, and PHP 17662) Necessary for their Produclion in MON 89034 x TCt 507 
X MDN 880t7 X DAS-59122-7 

General Use Pattern(s) (list aU those claimed for this product using 40 CFR Part 158: 

Terrestrial field crop 

EPA Registration Number I File Symbol: 

524-595 

Date: 

October 27, 20ll 

Product Name: 

MON 89034 X TCIS07 X MDN 880t7 )( 
DAS·59122-7 RIB Comptete7M 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not 
need to submit this fonn. You must submit the Formulator's Exemption Statement (EPA Fonn 8570.27). 

0 

0 

I am responding to a Data-Call-in Notice, and have included with this fonn a list of companies sent offers of compensation (the Data Matrix fonn 
should be used for this puroose). 

Section 1: METHOD OF DATA SUPPORT (Check one method only) 
I am using the cite-all method of support, and have included with 
this fonn a list of companies sent offers of compensation (the 
Data Matrix Form should be used for this purpose). 

I am using the selective method of support (or cite-all option under 
the selective method), and have included with this fonn a 
completed list of data requirements (the Data Matrix form must be 
used). 

Section Jl: GENERAL OFFER TO PAY 
[Required if using the cite-all method or when using the cite-all option under the selective method to salisfy one or more data requirements) 

I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA. 
;D i 

Section JIJ: CERTIFICATION 
I certify lhat this application for registration, this fonn for reregistration, or this Data-Call-In response is supported by all data submitted or cited in 

the application for registralion. the fonn for registration. or the Dala·Call-ln response. In addition, if the cite-all option or cite-all option under the selective 
method is indicated in Section 1. this application is supported by all data in the Agency's files that ( t) concern the properties or effects of this product or 
an identical or substantially similar producl, one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted 
under the data requirements in effect on lhe date of approval of this application if the application sought the initial registration of a product of identical or 
similar composition and uses. 

I certify that for each exclusive use study cited in support of this registration or reregistration. that I am the original data submitter or that I have obtained 
the Wlilten permission of the original dala submilter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) I am the original data 
submitter. (b) I have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the sludy; (d) the study is in the public literature; (e) I have notified in writing the company that submitted the study and 
have offered (i) to pay compensation to the extent required by sections 3(c)(1)(F} and/or 3(c){2)(B) of FIFRA; and (ii} to commence negotiations to 
detennine the amount and lenns of compensation, if any, to be paid for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance wilh sections 3(c)(1 )(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Shl}uld I hil to produce 
such evidence to the Agency upon request I understand that the Agency may initiate action to deny, cancel or suspend the registra~0rlof1lly product in 
confonnity with FIFRA. 

~ ) > ; 
I certify that the statemonts I have made on this form and all attachments to it are true, accurate, and complete. I acknow:~dr:Je ttlut any 

knowingly false of misleading statement may be punishable by fine or imprisonment of both under the apPiifiiUI'}i~}v. • · ·~' 
} ) J } ., 

' 
Date 

October 27, 2011 

Typed or Priii.\bJ i\la•)le and ht'~· ) ; 
; ' 

J. Austin Bums,lh~D. ~ _. , , : , 
Regulatory Af7al!ll1,anager' 

Signature /J 
d·~_ ... 

EPA Form 8570-34 (g.g7) Electromc and Paper Vers1ons available. Submt only Paper vers1on. 

s ; ; ; ;. .) 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

J 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection ot information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden esti~ate or any : 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), u.s. Environmental Protec!ron Agency. 1 

401 M Street, S.W .. Washington. DC 20460. Do not send the form to this address. 
DATA MATRIX I 

Dale: October 27, 2011 EPA Reg. No./File Symbol: 524-595 I Page! of 66 

Applicant's/Regislrant's Name & Address: Product: MON 89034 X TC 1507 X 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 MON 88017 x DAS-59122-7 RIB Con!})leiC''"' 

Ingredient Bacillrcs thuringiensis Cry lA !05, Cry2Ab2, Cry! F, Cry3Bb !, Cry34135Ab I Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and PHP! 7662) Necessary foe 
their Production in MON 89034 x TC! 507 x MON 880! 7 x DAS-59!22-7 (Or:CD Unique Identifier: MON-89034-3 x DAS-01507·! x MON-88017-3 x DAS-59122-7) 

Guideline Reference Number Guideline Study Name 

Administrative Materials foe tht Application to Amend 
the Plant-Incorporated Protcctant. Bacillus tlucringtensis 
Cry!A.I05, Cry2Ab2. Cry IF. Ccy3Bb!, Cry34Ab!, and 
Cry35Ab! Proteins and the Genetic Materials (Vectors 
PV-ZMIR245, PHP8999, PV-ZMIR39, and PHP17662) 
Necessary lbr !heir Production in MON 89034 x TC!507 
x MON 88017 x DAS-59122-7, Withdn lnterspcrsod In-
Field Refuge Confi~uration Using a Seed Mixture 

Administrative Materials for Dow AgcoSciences' and 
Monsanto's Response to Uncertainties Raised by the 
SmartStaxo!l RIB Scientilic Advisory Panel. Dec 8-9. 

NA 2010. 

Dow AgcoSciences' and Monsanto's Response to 
Uncertainties Raised by the SmartStax0 RIB Scicntifrc 

NA Advisory Pane!, Dec 8-9. 20!0. 

Monsanto Protocol/Refuge Assurance l'cogram, including 
Licensee Seed Conditioner's Qualification foe Seed Mix 

NA Refuge Products (RIB) 

. ·'· - :: w "J ~nformation Rtgarding the Manufacturing Process for a .. ;, 

,,, ...... · · • ':>%Seed Mix Refuge foe MON 89034 x TC!507 x MON ... '" . : - f (i80!7 x DAS-59!22-7 (Gcnuity" Smartstax<>; EPA File 
"N.A- " - · - .. ' i" Symbol 524-LOL) 

Si~tu'C:. .. SJ~~N~T~RE !:;~;R 66 PAGE:--~ 
~·;. ·- - -- . - . ·-· - .... -- ' ... . - ... r.: 

~',.; 

Monsanto Company 

... ? y Pap --. --·· 

MRID Number Submil!er Status 

Monsanto Company OWN 

484234-00 Monsanto Company OWN 

484234-01 Monsanto Company OWN 

4839400! Monsanto Company OWN 

N/A Monsanto Company OWN 
Name and Title Date 
1. Aus'iln Burns, Ph.D. October 27, 20 II 
Regulatory Affairs Manager 

gency 

11-CR~ 192E-2R 

. . 

Note 

Administrative 
This Submissiol\ _ 

Administrative 
Supporting Data 

Supporting Data 

Supll_orting Data 

Supporting Data 

... - py 

Page 18 of II 0 
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Form Approved OMB No. 2070-0060 

oEPA UNITED STATES ENVIRONMENTAl PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection or information is estimated to average 0.25 hours pe1 response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including lime for reading the instructions and compleling the necessary forms. Send comments regarding the burden estimate ot any 
other aspect of this collection or information, including suggestions for reducing the burden to: Ditector, OPPE Information Management Division (2 t37). u.s. Environmental Protection Agency, 
401 M Street. S.W .. Washinoton. DC 20460. Do not send the form lo this address. 

DATA MATRIX 
Date: October 27, 20 I I EPA Reg. NoJFile Symbol: 524-595 I Page 2of 66 

Applicant's/Registranrs Name & Address: PrOduct: MON 89034 )( TCI507 X 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis MO 63167 MON 88017 x DAS.59122-7 RIB Completcn< 

Ingredient Bacilli~£ thuringiensrs Cry I A. l 05, Cry2Ab2, Cry IF, Cry3Bb I. Cry34/35Ab I Proteins and the Genetic Materials (Vectors PV -ZMIR245, P HP8999, PV -ZMIR39, and 
PHPI7662) Necessary for their Production in MON 89034 " TC1507 x MON 88017 x DAS-59122-7 (OECD Uniqlle Identifier: MON-89034-3 x DAS-01507-l x MON-88017-3 x 
DAS-59122-7) 
Guideline Reference Number Guidetine Studv Name MRID Number Submitter 

Administrative Materials for the Application to 
Register the Plant-Incorporated Protectaut, Bad/It~~ 
thuringiensis Cry1A.l05, Cry2Ab2, Cry1F, 
Cry3Bbl, Cry34Ab1 , and Cry35Ab1 Proteins and 
the Genetic Materials (Vectors PV-ZMIR245, 
PHP8999, PV-ZM1R39, and PHP 17662) Necessary 
for their Production in MON 89034 x TCI507 x 
MON 88017 x DAS-59122·7, With an Interspersed 
In-Field Refuge Configuration Using a Seed 

NA Mixture 47943700 Monsanto Comoanv 

Five Percent Seed Mix Refuge as an Insect 
Resistance Management Option for MON 89034 " 

NA TCI507 " MON 88017 "DAS-59122-7 47943701 Monsanto Company 

NA 
The Benefits of a 5% Interspersed In-field Refuge 
Option for SmartSta.xTM Corn 47943702 Monsanto Company 

Signature Name and Title 
See Page 1 for Signature J. Austin Burns, Ph.D. 

EPA Form 8570-35 (9-97) 8ectronic and Paper versions available. Submit only Paper version. 
Regulatory Affairs Manager 

Monsanto Company ll-CR-192E-2R 

Status Note 

OWN Admin istrativc 

OWN Supportine. Data 

OWN Benefits 
Date 
October 27,2011 

Agency Internal Use Copy 

Page 19 of 110 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response tor reregistration and special review activities. including time tor reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 
401 M Street, S.W .. Washington. DC 20460. Do nol send the form lo this address. 

DATA MATRIX 
Date: October 27, 2011 EPA Reg. No./FileSymbol: 524·581 I Page 3 of66 
Applicant's!Registrant's Name & Address: Product: MON 89034 X TC 1507 X MON 880 17 X 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 DAS-59122·7 I 

Ingredient Bacillus thuringiensis Cry I A. lOS, Cry2Ab2, Cry IF, Cry3Bbl, Cry34Abl, and Cry35Abl Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZM:tR39, 
and PHPI7662) Necessary for their Production itt MON 89034 x TCI507 x MON 88017 x DAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x MON-88017·3x 
DAS-59122·7) 

Guideline Reference Numher Guideline Study Name MRIONumbcr Submitter Status Note 

Goodwin, B.K., Marra, M.C, and N.E. Piggott 2009. i Farm-Level Benefits of a Refuge Reduction for Supporting 
SmanStax ""· A repor1 from Agri-Analytics, Inc. N/A Monsanto Company OWN lntormation 

Bums, J.A. 2009. The BcncfitsofRefuge RcductioJl to Supporting 
5% for SmartSiax Corn 47943702 Monsanto Company OWN Information 

Burns, J.A 2009. Response to U.S. EPA BPPO Letter, 

I 
Dated March 19, 2009 Regarding Applications to Register 
MON 89034 xTCI507 x MON 88017 x DAS-59122-7 Supporting 
EPA File Symbols·. 524-LIR j_MON)~ 0-395123 (DAS). NIA Monsanto Company OWN lntormation 

Bogdanova, N., J.A. Bums, G. Head, ct. al. 2009. 
Condition of Registration for MON 89034 x TC 1507 x · 
MON 88017 x DAS-59122-7 tnsect-protccled and Terms and 

I Herbicide Tolerant Com: Compliance Assurance Plan 47883601 Monsanto Company OWN Conditions 
Bogdanova, N., J. Carden, J. Lambert, et. al. 2009. ! 
Educational Materials and Information of IRM 
Requirements Provided by Monsanto Company to 
Growers of MON 89034 x TC 1507 x MON 88017 x 
DAS-59122-7 Insect-protected and Herbicide Tolerant Terms and 
Com 47883602 Monsanto Company OWN Conditions 

Signature Name and Title Date 
See Page 1 for Signature J. Austin Bums, Ph.D. October 27, 20 II 

---· --~ 
Regulatory Affairs Manager 

EPA Forrii8570-35 (g·97} Electronic and Paper versions available. Submit only Paper version. Agency Internal Uso Copy 

Monsanto Company ll-CR-J92E-2R Page 20 of JJO 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approved OMB No. 2070·0060 I 

401 M Street, S.W. 
Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of informalion is estimated to average 0.25 hours per response for registration aclivilies and 0.25 hours per 
response for reregistration and special review activities. including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this conection of information, including suggestions for reducing the burden lo: Director. OPPE Information Management Division (2137). U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washington. DC 20460. Oo nol send I he form to this address. 

DATA MATRIX 
Date: Oetober27,2011 EPA Reg. No./File Symbol: 524-581 I Page 4 of66 
ApplicanrsiRegistranrs Name & Address: l'roduct MON 89034 X TC1507 X MON 88017 X 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 DAS-59122·7 
Ingredient Bacifftrs thurtngrensis CryiA.105, Cry2Ab2, Cry IF, Cry3Bbl, Cry34Abl, and Cry35Abl Proteins and the Genetic Materials (VeclorsPV-ZMIR245, PHP8999, PV-ZMIR39, 
and PHPI7662) Necessary for their l'roduetion in MON 89034 x TC1507 x MON 88017 x DAS-59122-7 (OECD Unique Idcntiller: MON-89034-3 x DAS-01507-1 x MON-88017-3x 

i 

DAS-59122-7) 

Guideline Reference Numbct Guideline Study Name MRIDNumber Submitter Status Note 

Head, G., W. Moar, and N. Stozcr. 2009. Insect 
Resistance Monitoring and a Remedial Action Plan for 
MON 89034 X TCtS07 X MDN 88017" DAS-59122-7 Terms and 
tnsect•!JI'Otccted and Herbicide Tolerant Cozn 47883603 Monsanto Company OWN Conditions 

Keller, P. 2011. Annual Sales Report for MON 810. 
MON 863, MON 863 x MON 810, MON 88017, 
MON 88017 X MON 810, MON 89034, MON 88017 X 

MON 89034, and MON 88017 x MON 89034 x TC!S07 Terms and 
I X DAS-59122-7 48367801 Monsanto Cnmpany OWN Conditions 

Submission of Pesticide Usc Data in Support of the ! 
Regisuations ofMON 810, MON 863, MON 863 x 
MON 810, MON 88017, MON 88017 x MON 810, 
MON 89034 (x NKG03), MON 89034 x MON 88017, Tcnns and 

I MON 89034 X TC1507 X MON 88017 X DAS-59122-7 48367800 Monsanto Company OWN Conditions 

Zahorn, A. and P Keller. 20 II 20 I 0 Insect Resistallcc 
I 

Management Compliance Assurance Ptogram Report fbr 
MDN 89034 X TCIS07 X MON 88017 X DAS-59122-7 
Insect-protected and Herbicide Tolerant Com 48367901 Monsanto Company OWN IRM i 

Submission ofEtftcacy Data in Support of the I 
Registration ofMDN 89034 x TC1507 x MON 88017 x Product 
DAS-59122-7 48369700 Monsanto Company OWN Characterization 

Signa1ure Name and Title Dale 
See Page l for Signature J. Austin Bums, Ph.D. October 27,2011 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 
Regulatory Affairs Manager 

Agency Internal Use Copy 

Monsanto Company II-CR-l92E-2R Page 21 of II 0 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for I his collection of information is estirnaled to average 0.25 hours per response for regislration activities and 0.25 hours per 
response for reregistralion and special review activilies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
olher aspect of this co!leclion of information. including suggestions for reducing the burdenlo: Director, OPPE Information Management Oivision (2f37), U.S. Environmental Protection Agency. 
40t M Streel, S.W .. Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: October 27,2011 EPA Reg. No./File Symbol: 524-581 I Page 5 of66 
Applicanrs!Rcgistranrs Name & Address: Product: MON 89034 X TC1507 )< MON 88017 X 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 DAS-59122-7 
Ingredient Bacillus lhurrngiensis CrylA.IOS, Cry2Ab2, Cry IF, Cry3Bbl, Cry34Abl, and Cry3SAbl Protei11s and I he Genetic Malerials (Veclors PV-ZMIR245, PHP8999, PV·ZM1R39, 
and PHJ>l7662) Necessary for their Prodtcction in MON 89034 >< TCIS07 x MON 88017 >< DAS-59122-7 (OECD Unique ldenlitier: MON-89034-3 x DAS-01507-1 x MON-88017-3x 
DAS-59122-7) 

Guideline Reference Number Guideline Stu!ly_Name MRlDNumber Submitter 
Head, G., M. Carroll, L. Stork, ct. al. 2011. Com 
Root worm Adulc Emergence from MON 89034 x 
TCIS07 X MON 88017 X DAS-59!22-7, MDN 88017,. 
DAS-59122-7, and Non-Bl Corn wilh Various Egg 
Den$i!ics in 20! 0 U.S Field Trials 
Adminislralive Ma1erials tor the Applicalion to Register 
the Plant-Incorporated Prolcctanl, Bacillus riourtngiensls 
Cry I A. lOS, Cry2Ab2. Cry II'. Cry3Bbl, Cry34and 
Cry35 Proteins and the Genetic Materials (Vectors I'V· 
ZMIR245, I'HP8999, PV-ZMIR39, and PHPI7662) 
Necessary for their Production in MON 89034 x TC 1507 
X MON 88017 X DAS-59122-7. 

Bums, JA 2008. Human Health and Environmenlal 
Assessment of the Plant-Incorporated Protectant /Jaci/lors 
rhuringrensisCryiA.IOS, Cry2Ab2, Cry IF, Cry3Bbl, 
Cry34Ab I, and Cry35Abl l'roleins Produced in lhe 
Combined Trait Com Product MON 89034 x TC 1507 x 
MON 88017 x DAS-59122· 7. Monsanto Technical 

885.1100 Report MSL0021223. 
Rice,J.F. 2008. Summary of Southern Bloc Analyses to 
Confirm the Presence ofMON 89034, TCI507, MON 
88017,and DAS-59122-7 inlhc Combined Trail Corn 
Product MDN 89034 x TCI507 x MON 880!7 x DAS-

885.1100 59122-7. Monsanto Teclmical Report MSL0021265. 

Taylor, J.P., J.R Groat, and J.D. Masucci. 2007. Southern 
Bioi Analyses to Confirm lhe Presence of MON 89034 
and MON 88017 in the Combined Trait Com Product 
MON 89034 X TCIS07 X MON 88017 )( DAS-59122-7 

885.1100 Monsanlo Technical Report MSL0020682. 

Signature 

See Page I for Signature 

--- -- --~ 

EPA Form 8570-35 (9-97} Eleclronic and Paper vecilons available. Submit only Paper version. 
Monsanto Company 

48369701 M onsanlo Company 

Monsanlo Companv 

47444901 Monsanto CompaolY 

47444902 Monsanlo Company 

47444903 Monsanlo Company 

Name and Title 
J. Austin Bums, Ph.D. 
Regulatory Affairs "Manager 

ll-CR-192E-2R 

Stalus Note 

OWN IRM 

OWN Administrative 

PriJducl 
OWN Characlerizalion 

Producl 
OWN Characlerization 

Product 
OWN Characteri7.ation 

Date 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
PapeJVIork Reduction Act Notice: The public reporting burden for this colleclion of informa!ion is estimaled lo average 0.25 hours per response for regislralion aclivilies and 0.25 hours per 
response for reregistration and special review aclivilies. including lime for reading the instructions and completing the necessary forms. Send comments regarding I he burden estimate or any 
olher aspecl of !his colleclion of informa!ion, including suggestions for reducing the burden lo: Director, OPPE lntorma!ion Management Division (2137), U.S. Environmental Protection Agency, 
40t M Slreel, S.W .. Washington. DC 20460. Do not send lhe form to this address. 

DATA MATRIX 
Date: October 27,2011 EPA Reg. No./Filc Symbol: 524-581 1 Page 6 of66 

Applicant's/Registrant's Name & Address: Product MON 89034 >< TCI507 "MON 88017" 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 DAS-59122-7 
Ingredient Bacifflrsthuringrensrs Cry lA. lOS, C•y2Ab2, CrylF, Cry3Bbl, Cry34Abl, and C•y35Abl Proteins and the Genelie Materials (Vectors PV-Z.MIR245, PHP8999, PV-ZMIR39, 
and PHP17662) Necessary for their Prodttclion in MON 89034 "TCI507 "MON 88017 "DAS-59122·7 (OECD Unique Identifier: .MON-89034-3 x DAS-01507-1 x MON-88017-3x 
DAS-59122-7) 

Guideline Reference Nunlber Guideline Study Name MRIDNumber Submitler 
Schafer, B. W., C.Q. Cia, and S.K Embrey. 200&. 
Southern Blot Analyses to Confirm the Presence of 
TC 1507 and DAS-59!22-7 in the Combined Trait Corn 
Product MON &9034 x TCI507 x MON 88017 x DAS· 

&&5.1100 59122-7 Dow AgroSciences Study ID 071179. 47444904 Monsanlo Company 

Murphy.JA. and J.S. McClain. 200&. Summary of 
Cry!A.105, Cry2Ab2, Cry IF, Cry3Bbl. CP4 EPSPS, 
Cry34Abl, Cry35Abl and !'AT Protein Levels in the 
Combined Trait Corn Product MON 89034 "TCI 507" 
MON 88017 x DAS-59122-7Produccd in US Field Tri<~ls 

885.1100 in 2006 Monsanto Technical Report MSL0021266. 
47444905 Monsanto Company 

Stillwell, L. and A. Silvanovich. 2007. Assessment of 
CryiA.I05, Cry2Ab2, Cry3Bbl, and CP4 GPSPS Protein 
Levels io the Combined Trait Corn Product MON 89034 
"TCI507 "MON 88017 >< DAS-59122-7. Monsanto 

885.1100 Technical Report MSL0021070. 47444906 Monsanto Company 
Phillips, A.M. 2008. Cry34Abl, Cry35Abl, Cry IF, and 
PAT Protein Levels in Hybrid Maize TCI 507, DAS· 
59122-7, MON 89034 "TCI507 x MON 88017 x DAS· 
59122-7, and a Conventional Control from the Monsanto 
2006 Production Plan 06-01-52-04. Dow AgroScicnces 

885.1100 Study ID 061026.06. 47444907 Monsanto Company 
Levine, S. 2008. Studies Perfonued to Evaluate the 
Potential for lnlcractions among Cry Proteins Produced 
by MON 89034 x TCI507 x MON 88017 x 

N/A DAS-59122-7. Monsanto Technical Report MSL002!267 47444908 Monsanto Company 
Signature Name and Title 

See Page 1 for Signature J. Austin Bums, 1'h.D. 

EPA Form 8570·35 (9-97) Electronic iind Paper versions available. Submit only Paper version. 
Regulatory Affairs Manager 

Monsanto Company 11-CR-192E-2R 

Sial us Note 

Product 
OWN Characterization 

Product 
OWN Characterization 

Production 
OWN Characterization 

Product 
OWN Characteri7.ation 

Environmental 

OWN 
Assessmcn1 

Date 
October 27, 2011 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Acl No1ice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137}. U.S. Environmental Protection Agency, 
401 M Street, S.W .. Washington. DC 20460. Do not send !he form to this address. 

DATA MATRIX 
Date: October 27, 2011 Et>A Reg. No./Filc Symbol: 524-581 1 Page 7 of66 

Applicant'sfRegislr"dilt's Name & Address: Product: MON 89034 X TCI507 X MON 88017 X 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 DAS-59122·7 
Ingredient Bacillus thurtngiensis CryiA.105, Cry2Ab2, Cry1F, Cry3Bb1, Cry34Abl, and Cry35Ab1 Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV·ZMll.39, 
and PHP17662) Necessary for their Production in MON 89034 x TC! 507 x MON 88017 x DAS-59122-7 (OECD Unique lrlentiticr: MON-89034-3 x DAS-01507-1 x MON-88017-3x 
DAS-59122-7) 

Guideline Reference Number Guideline Study Name MRJD Number Submitter 

MacRae, T. 2008. !!:valuation of Potential for lnleraction 
Between the Bacillars rlmringiensis Cry3Bbl, Cry34Ab I, 
and Cry35Ab! Proteins Monsanto Technical Report . 

NIA MSL0020554 47444909 Monsanto Company 
Levine, S. 2008. Evaluation of the Potential for · 
Interactions among Cry Protein:; Produced by MON 
89034 X TC!507 X MON 880! 7 X DAS·59122-7 by 
Insect Bioassay. Monsanto Technical Report 

NIA MSL002t 104. 47444910 Monsanto Company 
Head, G. ~nd N. Stoll:r. 2008. Insect Resistance 
Manas~ment Plan for MON 89034 x TCI507 x 
MON 88017 x DAS-59122·7. MonsanloTcchnical 

NIA Report MSL002 !285. 47444911 Monsanto Company 

Levine, S. and J. Hucsing. 2008. Endangered Species 
!mpaet Assessment for the Cumbined Trait Corn Producl 
MON 89034 X TC!$07 X MON 88017 X DAS-59122·7 

N/A Monsanto Technical Report MSL002 1268. 474449!2 Monsanto Companv 
Pamdise, M. 2008. Evaluation ofPoiCntial Dietary Effucts 
of Pollen From the Combined Trait Corn P10duct MON 
89034 x TC! 507 x MON 880 I 7 x DAS·59 122· 7 on the 
Ladybird Beetle Co/eomegillo mocn/ara (Culenptcra: 
Coccine!lidac). Mnnsanto Technical Report MSL 

885.4340 002!036 47444913 Monsanro Comvanv 
Signature Name and Title 

See Page 1 for Signature J. Austin Bums, Ph.D. 

EPA Form 8570-35 (S::97) Electronic and Paper versions available. Submit only Paper version. 
Rcgu!atol}' Affairs Manager 

Monsanto Company ll-CR-192E-2R 

St:~tus Note 

Environmental 
OWN Assessment 

Environnr~nt:~l 
OWN Assc$sment 

OWN 1RM 

Environmental 
OWN Assessment 

Environmental 
OWN Assessment 

Date 
October 27, 2011 

Agency Internal Use Copy 
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Form Approved OMB No. 2070-0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Stt'eet, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per 
response for reregistration and special review aclivities. including lime for reading the inslruclions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information. Including suggestions fOr reducing the burden to: Director. OPPE lnformalion Management Division {2137). U.S. Environmental Proleclion Agency. 
401 M Street. S.W .• Washin~ton. DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: October 27,2011 EPA Reg. No./File Symbol: 524-575 1 Page 8 of66 

Applicant's/Rcgistmnt's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product MON 89034 
lngrcdicnl Bacillus thuringiensis Cry I A.l 05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 {OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter 

Updated Compliance Assurance Plan, Educational 
Materials. IRM Monitoring, and a Remedial Ac1ion Plan 
for MON 89034 (EPA Reg. No 524-575) and 
MON 89034 x MON 88tll7 (EPA Reg. No. 524-57fi) 
lnsect·Protccled and Herbicide-Tolerunt Corn 483696-01 Monsanto Company 

Annual Sales Report for MON 81Q, MdN 863, MON 863 
X MON 810, MON 880t7, MON 88017 X MON 810. 
MON 89034, MON 88017 x MON 89034, and 
MON 88017 X MDN 89034 X TCI507 X DAS-591n-7 
{EPA Reg. Nos. 524-489,524-528,524-545, 524-55t. 
5Z4-552, 524-575, 5Z4-576, and 524-58 I) 483678-01 Monsanto Company 

Enhanced Insect Resistance Management Compliance 
Assurance Program for Com Borer Protected Bt Com, 
Corn Rootworm-Protected Bt Co1n, and Corn Borer I 
Com Rootworm Protected Slacked Bt Corn. 483751·01 ABSTC 

Baseline Assessment ofBt Susceptibility of Corn 
Earworm, Helicavt:rpa :ea, to Cry! A.l05; 2009 
Collections and Assays (Lung, B. 20 10) 48207401 Monsanto Conwanv 

Baseline Susceptibility of the European Corn Borer, 
Osrrinia nllbtlasis, to CryiA.I05 and CryZAb2 Bt 
Proteins (Siegfried, B. and Spencer, T ZO 10) 4820740Z Monsanto Company 

2010 Insect Rcsislllnce Management Compliance 
Assurance Program Report for Corn Borer Protected Bt 
Corn MON 89034 (EPA Reg. No. 524-575) Monsanto Company 

Signature Name and Title 
Sec Page 1 for Signatut'e J. Austin Burns, Ph.D. 

Regulatory Affairs Manager 
EPA Form 8570-35 {g.g7) Electronic and Paper versions available. Submil only Paper version. 

Monsanto Company ll-CR·l92E-2R 

Status Note 

Te1ms& 
OWN Conditions 

Terms& 
OWN Conditions 

Terms& 
OWN Conditions 

IRM· 
Condition of 

OWN Registration 

IRM· 
Condition or 

OWN Registration 

IRM-
Condition or 

OWN Registration 
Date 
October 27, 20 II 

Agency Internal Use Copy 
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Form Approved OMB No. 2070-0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of infOmlation is estimated to average 0.25 hours per response for registration aclivilies and 0.25 hours per 
response for reregistration and special review activities. including time for reading the instruclions and completing the necessary fomls. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden lo: Director, OPPE Information Managemenl Division (2137). U.S. Environmental Proteclion Agency. 
401 M SJreet, S.W., Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: October 27,2011 EPA Reg. No./File Symbol: 524-575 j Page 9 of66 

Applicant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product MON 89034 
Ingredient Bacrl/us thuringiensrs CrytA.IOS and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Produclion in MON 89034 (OECD Unique 
Identifier: MON-89034·3) 

Guideline Refereoce Number Guideline Study Na111e MRIDNumbcr Submitter 

Baseline Susceptibility ofSoutltwesJern Com Borer, 
Diarraca grandiosella. to Cry! A. I OS amd Cry2Ab2 Bt 
Proteins (Song. Q., Sun. Y and Wang, Q. 2009) 48207403 Monsanto Company 

Annual Sales repon for MON 810 (EPA Reg. No. 524· 
4891, MON 863 (EPA Reg No. 524-528). MON 863 x 
MON 810 (EPA Reg. No. 524-545), MON 88017 (EPA 
Reg. No. 524-SS 1), MON 89034 (EPA Reg. No. 524-575) 
and MON 89034 x MON 88107 (EPA Reg. No. 524-576) 479614-01 Monsanto Comoany 

Updated Compliance Assurance Plan, Educational 
Materials, IR.M Monitoring, and a Remedial Action Plan 
for MON 89034 and MON 89034x MON 880171nsect· 
Protected and Herbicide-Tolerant Com (Keller, P. 20 II) 479033501 Monsanto Contpanv 

Supplemcmallntormation for MRID No. 46951402 
"Amended Report forMSL-20072·. Molecular analysis of 
ComMON 89034". 471275-03 Mnnsanto Company 

Supplemental lnfonnation tor MRID No. 4695 1403 
"Assessment of the CrytA.I05 and Cry2Ab2 Protein 
Levels in Tissues of Insect-Protected Corn MON 89034 
Produced in 2005 U.S. Field Trials". 471275-05 Monsanto Company 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

Re_gtrlatory Alfairs Manager 
EPA Form 8570-35 (9·97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company 11-CR-192E-2R 

Status Note 

IRM-
Condition of 

OWN Registration 

Terms& 
OWN Conditions 

Conditions of 
OWN Registration 

Product 
OWN Characterization 

Product 
OWN Characteri7.ation 

Date 
October 27, 2011 

Agency Internal Us& Copy 
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Fonn Approved OMB No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for regis!ration activities and 0.25 hours per 
response for reregistration and special review activities. including lime for teading !he instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspecl of this collection of information, including suggestions for reducing the burden lo: Ditector. OPPE lnfonnation Management Division (2137), U.S. Environmental Protection Agency. 
401 M Street. S.W., Washington, DC 20460. Do not send !he form to this address. 

DATA MATRIX 
Date: Oclober 27, 2011 EPA Reg. No./File Symbol: 524-575 1 Page 10 of66 

Applicant's/Rcgistrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Lou'ts, MO 63167 Product: MON 89034 
Ingredient Bacrllns thuringiensis Cry I A. lOS and Cry2Ab2 Proteins attd !he Genetic Material (Veclor PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
I den! ilier: MON-89034-3) 

Guideline Reference Number Guideline Study Name MR!DNumbcr Submitter 

Bogdanova,N.N. 2006. Human Health and 
Environmental Assessment of the Plant-Incorporated 
Protectant Bacr/l11s rl1ul·ingimsls Cry l A. I 05 and 

885.1100 Cry2Ab2 Proteins Produced in ComMON 89034. 469514-01 Monsanto Couwany 

Rice, J.F., B.J Wolff. JR, Groat, N.K. Scanlon, JC. 
Jennings, and J.D. Masucci. 2006. Amended Report for 
MSL-20072: Molecular Analysis of Corn MON 59034 

885 1100 Monsanto Technical Report MSL-203!!. 469514-02 Monsanto Company 
Hartcnann, A.J., K.E. Niemeyer, and A. Silvanovich. 
2006. Assessment ofthcCry!A.l05 and Cry2Ab2 
Protein Levels in Tissues of lnscct-PrOicctcd Corn MON 
89034 Produced in 2005 U.S. Field Trials. Mo11santo 

885.1100 Technical Report MSL-20285. 469514-03 Monsanto Cornp8tW 

Karunanandaa, K., J.J. Thorp, M.E. Goley, S.L. Levine, 
and A. Silvanovich. 2006. Characteriz.ation of the 
Cry2Ab2 Protein Purified from the Corn Grain ofMON 
89034 and Comparison oflhc Physicochemical and 
Functional Properties of the Plant-Produced and E. coli· 

885.1100 
Produced Cry2Ab2 Proteins. Monsanto Technical Report 
MSL-20071. 469514-04 Monsanto Companv 

Signalure Name and Ti1le 
See P.age l for Signature J. Auslin Bums. Ph.D. 

Regulatory A flairs Manager 
EPA Form 8570·35 (9-97) Eleclronic and Paper versions available. Submit only Paper version. 

Monsanto Company II-CR-l92E-2R 

Status Note 

Product 
0\VN Charactcrizatinn 
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OWN Characterization 
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OWN Characterization 

Product 
OWN Characterization 

Date 
October 27, 20 II 
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Form Approved OMB No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for !his collection of information is esiimaled to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions tor reducing the burden to: Director, OPPE lnfonnalion Management Division (2137). U.S. Environmental Protection Agency, 
401 M Street, S.W .. Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: October 27, 2011 EPA Reg. No/Fitc Symbol: 524-575 1 Page It of 66 

Applicant's/Rcgistrant's Name & Address: 
Monsanto Company, &00 N. Lindbergh Blvd., St. Louis, MO 63 L67 Product: MON &9034 
Ingredient Bact/Ius thuringiensis Cry! A. lOS and Cry2Ab2 Proteins and the Genetic Material (Vector PV·ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Study Name MRIDNumbcr Submitter 

Levine, S.L. and J. Uffman. 2006. Evaluation of the 
Functional Equivalence of the Cry2Ab2 Protein Produced 
in E. Coli and Bt Against a Sen~itive Lepidopteran 

885 ((OQ Species. Monsanto Tech• tical Report MSL-20 t 32. 469514·05 Monsanto Company 

Rice, J.F., B.J. Wolff, J.C. Jennings, and J.D. MaSucci 
2005. Summary of Southern Blot Analysis of MON 
89034 and MON 89597 Corn. Monsanto Technical 

885. t!OO Report MSL-20068 <166945-0t Monsanto Company 

Goertz. B .• T. Ganguly, J. Lee, T. Lee. and E.A. Rice. 
2005. Characterization of the CrytA. t05 Protein 
Purified from the Corn Grain ofMON 89034 and 
Comparison of the Physicochemical and Functional 
Properties of the Plant· Produced and E. coli-Produced 
Cry!A. t05 Pr01eins. Mon~anto Technical Report MSf.-

885 ((OQ (9960. 466946-04 Monsanto Company 

Supplemental Information for MRfD No. 46951402 
"Amended Rcporl for MSL-20072; Molecular analysis of 
Corn MON 89034". 47(27$.03 Monsanto Coutpany 

Supplemental Information for MRlD No. 46951403 
'"Assessment of the CrytA. tOS and Cry2Ab2 Protein 
Levels in Tissues oflnscct-Protectcd Corn MON 89034 
Produced in 2005 U.S l:icld Trials". 47(275·05 Monsanto Company 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

EPA Form 8570-35 (9-9'i)Eiectronic and Paper versions available. Submit only Paper version. 
Regulatory Affairs Manager 

Monsanto Company <l-CR-l92E-2R 

Statu~ Note 

Product 
OWN Characterization 

Product 
OWN Characterization 

Producl 
OWN Characterization 

l'roduct 
0\VN Characlcrization 

Product 
OWN Chamcterization 

Date 
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oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approved OMB No. 2070-0060 I 

401 M Street, S.W. 
Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. including time for reading the instructlons and completing the necessary forms. Send comments regarding the burden estimale or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washington. DC 20460. Do not send !he fonn to this address. 

DATA MATRlX 
Date: October 27, 2011 EPA Reg. No/File Symbol: 524-575 1 Page 12 of66 

Applicant's/Rcgistranl's Name & Add1ess: 
Monsanto Company, 800 N. Lindbergh Blvd., SL Lou'•s, MO 63167 P1oduct MON 89034 
Ingredient Bacillus rhtrringiensis Cry I A. lOS and Cry2Ab2 Proteins antllhe Genetic Material (Vector PV-ZMIR24S) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Study Name MRID Number Sub01itter 

Bogdanova, N.N. 2005. Structural and Functional 
Similarity of the CryiA.I05 Protein to Cry lA Class of 
Bacf/lus rluwiugiensts Protein.~. Monsanto Technical 

885.1100 Report OS-RA-62-01. 466946-01 Monsanto Company 

Dudin, Y.A and P Chinnadurai. 2005. Qualitative 
Detection Method for the Cry2Ab2 Protein in Com Leaf 
and Seed of MON 89034 and MON 89597 Monsanto 

860.1340 Technical Report OS-RA-39-04. 466945-03 Monsanto Cumpany_ 

Bonnette, K.L. 2006. An acute oral toxicity sludy in 
mice with Cry2Ab2 protein. Monsanto Sludy CR0-2005-

885.3050 049. 1169514-06 Monsanto Company 

Kapadia, S.A. and E. A. Rice. 2006. Assessment of1hc m 
vin"O Digestibility of the Cry2Ab2 Protein in Simulated 

885.1100 Gastric Fluid. Monsanto Technical Report MSL-19931. 469514-07 Monsanto Company 

Kapadia, S. and E. A. Rice. 2005. Assessment oftlte fll 

885.1!00 
l•irm Digestibility of the Cry1A.t05 P1olein in Simulated 
Intestinal Fluid. Monsanlo Technical Report MSL-19930 469514-08 Monsanto Company 

Signature Name and Title 
See Page 1 for Signature J. AuSlin Bwns, Ph.D. 

Regulatory Affairs Manager 
EPA Fonn 8570·35 (9:97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company 1l-CR-l92E~2R 

Status Note 

Product 
OWN Charnctcrization 

Product 
OWN Characterization 

Buntan Health 
OWN A~scssmcnt 

Human Health 
OWN Assessment 

Human Health 
OWN Assessment 

Date 
October 27, 2011 

Agency Internal Use Copy 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY ! 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this colleclion of informalion is estimaled to average 0.25 hours per response for registralion aclivilies and 0.25 hours per 
response for reregistralion and special review aclivilies. including lime for reading lhe inslruclions and completing the necessary forms. Send comments regarding the burden eslimate or any 

' other aspecl of this colleclion of informalion, including suggeslions for reducing lhe burden lo: Oireclor, OPPE Information Managemenl Division (2137), U.S. Environmenlal Protection Agency. I 
401 M Street, S.W .. Washillglon, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: October 27, 20 II EPA Reg. No./File Symbol: 524-575 _I Page 13 of66 

Applieant's/Regislmnfs Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product. MON 89034 
tngredien1 Bacflt.rs thurtngfensis Cry I A. I 05 and Cry2Ab2 Proteins and I he Genetic Malcrial (Vector PV-ZMIR24S) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Study Name MRIDNumbcr Submitter Sta!\1s Nore 

McCoy, R.L. and A Silvanovieh. 200S. Bioinformaties 
Analysis oflhe Cry! A.I05 ttrolein Utilizing lhe AD5. 
TOXINS, and ALLPEP11DES Databases. Monsanto Human Heallh 

88S.It00 Technical Report MSL-19686. 466946-05 Monsanto Company OWN Assess men• . 

' Thorp, J.J and M.E. Goley. 2006. Assessmenl of the i11 
vivo Digestibility of the CI)'2Ab2 Protein in Simulated Human Hcalrh 

885.1t00 llllesrinal Fluid. Monsanlo Technical Re110rt MSL-19938 469S14-09 Monsan1o Company OWN Assessment 

McClain, J.S. and A. Silvanovich. 2006. Bioinformatics 
Evaluation of the Cl)'l A.I05 Prorein Utilizing the AD6. 
TOXINS, and ALLPEPTtDES Databases Monsnlllo Human Health 

88S.II 00 Technical Report MSL-2035 I. 469S 14-10 Monsanto Coumany OWN Assessment 

Kapadia, SA and E. A. Rice. 200S. Assessment of the in 
1•irro Digestibility of the Cl)'l A.I05 Prolein in Simulated Human Hcallh 

885.1100 Gas• ric Fluid. Monsanto Technical Report MSL-19929 466946·06 Monsanto Company OWN Assessment 

Goley, M.E. and JJ Thorp 200S. lmmunodcteetion of 
CI)'2Ab2 and Cry! A.I05 Proleins in Corn Grain from 
MON 89034 Following Heat Treatment Monsanlo Human Health 

885.1t00 Technical Report MSL-19899 466946-07 Monsanto Company OWN Assessment 

Bonnette, K.L. 200S. An Acute Oral Toxicity Study in 
Mice with CI)'IA I 05 Prolein. Monsanto Study CRO· Human Heallh 

88S.3050 2005-QSO. 466946-03 Mon~anto Company OWN Assessment 
Signature Name and Tille Date 

See Page l for Signature J. Austin Bums, Ph.D. October 27, 2011 
Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. S-ubmil only Paper version. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 • 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Oivision (2137). U.S. Environmental Prolection Agency, 
401 M Street. S.W .. Washington, DC 20460. Do not send the form 10 this address. 

DATA MATRIX 
Date: October 27, 2011 Et'A Reg. No/File Symbol: 524-575 1 Page 14 of66 

Applican(s/Rcgistran(s Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient Baci/lrts thurrngiensis Cry I A. I OS and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON &9034 (OECD Unique 
Identifier: MON-89034-3) . 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter Status Note 

McClain, J.S. and A. Silvanovich. 2006. Bioinformatics 
Analysis of the Cry2Ab2 Protein Utilizing the AD6, 
TOXINS, and ALLPEt'TlDES Databases. Monsanlo Human Health 

885 1100 Technical Report MSL-20307. 469514-11 Monsanto Company OWN Assessment 

Davis,S.W. 2006. Comparison ofBroilcr Perfonnancc 
and Carcass Parameters When Fed Diets Containing 
MON 89034, Control or Commercial Com. Monsaruo Human Health 

885 4050 StudyOS-01-S0-13. Amended Repert. 469514-12 Monsanto Company 0\.VN Assessment 

MacRae, T.C., C.R. Brown, and S.L. Levine 2006. 
Spectrum of lnsccticid.1l Aclivity of Bacillus rhut:ingiensi.r 
Cry I AI OS Protein. Monsanto Technical Rep on M SL- Environmental 

N/A 20230. 469514-13 Monsanto Companv OWN Asscssmtnt 

MacRae, TC., C.R. Brown, and S.L. Levine. 2006. 
Spectrum of Insecticidal Activity of Bacillus rhnringiensis 
Cry2Ab2 Protein. Mon~anto Tcchntcal Rcpon MSL- Environmental 

N/A 20229 469514-14 Monsanto Company 0\VN Assessment 
Headrick, J.M., 0. Hetcdia, 1.0. Oyediran, ~nd T.T. 
Vaughn. 2006 Assessment of the Efficacy of 
Lepidop!cmn•protectcd ComMON 89034 and MON 
89597 Against Major Insect PesL~ in United States. Puerto 
Rico and Argentina During 2003-2004 Seasons. Environmental 

NIA Monsanto Technical Report 05-RA-39-05. 469514-15 Monsanto Company OWN Assessment 
Signature Name and Title Date 

Sec Page 1 for Signature J. Austin Bums, Ph.D. October 27, 2011 

EPA Form -8570·35 (9-97) Electronic and Paper versions available. Submit only Paper version. 
R~gulatory Affairs Manager 

Agency Internal Use Copy 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approvad OMB No. 2070-0060 I 

401 M Street, S.W. 
Washington, D.C. 20460 1 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration aclivilies and 0.25 hours per 
response for reregistration and special review activities, including lime for reading I he instructions and completing the necessary forms. Send commel1ts regarding the burden estimate or any 
other as peel of this colleclion of information, including suggestions for reducing the burden lo: Oirector, OPPE Information Management Division (2 t37), U.S. Environmental Protection Agency, 
401 M Streel, S.W .. Washington. DC 20460. Do nol send the form 10 this address. 

DATA MATRIX i 

Date: October 27, 2011 EPA Reg. No./File Symbol: 524-575 1 Page 15 of 66 1 

Applicant's/Rcgistrant's Name & Address: I Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient Bacillrts lhuringiensis Cry1 A.IOS and Cry2Ab2 Prole ins and I he Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
ldcnl ifier: MON-89034-3) 

Guideline Reference Number Guideline Study Name MRIDNumbcr Submitter Status Note I 

Teixeira, D. 2006. Evaluation of Dietary Effects of l 
Lyophilized Leaf Tissue from ComMON 89034 in a 
Chronic Exposure Study with Collcmbola (Folsomia Eovironmental 

81!54340 condida). Monsanto Technical Repor1 MSL-20169. 469514-16 Monsanto Com11any OWN Assessmenr 

Palmer, S.J. and H.O. Krueger. 2006. Evaluation of 
Exposure to MON 89034 with the Cladoccrao Daphnta 
magna: An acute static-renewal tesl with corn pollen. Environmental 

885 4340 Monsanto Study WL-2005·0 II. 469514-17 Monsanlo Company OWN Assessment 

SindermaM, A.B., J.R. Porch, and H 0. Krueger 2006. 
Evaluation of Potential Effects of Exposure to Cry 1 A.l 05 
Protein in an Acute Study with the Ea11hworm in an 
Artificial Soil Substrate. !Vhn1~anto Technical Rcpon Environmental 

885 6200 MSL-20147. 469514-18 Monsan•o Company OWN A~scssmcnt 

Richards, K.B. 2006. Evaluation of the Dietary Effecl(s) 

885.4380 
of a Cry I A.I05 Protein on Honeybee Larvae (Apts 
melli(era L.). Monsanto Study CA·2005·071. 469514·19 

Environmental 
Monsanto Company OWN Assessment 

Richards, KB. 2006. Evaluation of the Dietary Effect(s) 
of a CryiA.l05 l'rolein on Adull Honeybees (Apis Environmental 

885.4380 mcl/i~ra L.). Monsanto Srudy CA-2005~72 469514-20 Monsanto Company OWN Asscssmcnr 
Signature Name and Title Date 

See Page 1 for Signature J. Austin Bums, Ph.D. October 27,2011 
Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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oEPA 
Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden1or this collection of information is estimated to average 0.25 hours per response for registration aclivilies and 0.25 hours per 
response for reregistration and special review activities, including time for reading lhe instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspecl of this conection of in1ormation. including suggeslions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Proteclion Agency. 
401 M Slreet. S.W., Washington, DC 20460. Do not send I he form to this address. 

DATA MATRIX . 

Dale: October 27, 20 II EI'A Reg. Nn./File Symbol: 524-575 1 Page 16 of 66 

Applicant's/Regislrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient Bacillrts ihuringiensrs Cry I A.I05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production ilt MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Paradise, M.S. 2006. Evaluation of Potential Dietary 
Effects ofCryiA.t05 Protein on the Ladybird Beetle. 
Coleomegil/a mocrtlara (Coleoptera: Coccinellidac). Environmental 

885.4340 Monsanto Technical Report MSL-20 150. 469514-2t Monsanto Company OWN Assessment 

Paradise, M.S. 2006. Evaluation of Potential Dietary 
Effects of Cry2Ab2 Protein on the Ladybird Beetle, 
Co/eomegilla macrtlara (Coleoptera: Coccincllidae). Environmental 

885.4340 Monsanto Technical Report MSL-20 151. 469514-22 Monsanto Company OWN Assessment 

Teixeira, D. 2006. Evaluation of Potential Dietary 
Effects ofCrytA.I 05 Pro!cin on Minute Pirate Bugs, 
Orius insidlosns (Hemiptera: Anthocoridae). Monsanto Environmental 

885.4340 Technical Report MSL-20 170. 469514-23 Monsanto Company OWN Assessment 
Teixeira, D. 2006. Evaluation of Potential Dietary 
Effects ofCry2Ab2 Protein on Minute Pirate Bugs, Ot·itLt 

tnsidiosus (Hemiptera: Anthocoridac). Monsanto Environmental 
885.4340 Technical Report MSL-20171. 469514-24 Monsanto Company OWN Assessment 

Sindcrmann, AB .. J.R. Porclt, and H.O Krueger 2006. 
Evaluation of Potential Effects of Exposure to Cry lA 105 
Protein in an Acute Study wilh the Parasitic Wasp, 
/chnettntOtl promis.torius (Hymenoptera: lchncumonidac). Environmental 

885.4340 Monsanto Technical ReQ.ort MSL·20149. 469514·25 Monsanto Company OWN Assessment 

Signature 
Date 

Name and Title October 27, 20 II 
See Page 1 for Signature J. Austin Burns, Ph.D. 

Rcgu!atorj Affairs Manager 
EPA Form 8570-35 (9-97} Eleclronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

Monsanto Company Il-CR-192E·2R Page 33 of 110 

39 



Form Approved OMB No. 2070-0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this colection of information is estimated to average 0.25 hours per response for registration aclillities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send conments regarding the burden eslimale or any 
other aspect of this collection of information. including suggestions for reducing the burden to: Oireelor, OPPE lnformalion Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send the form 10 this address. 

DATA MATRIX 

Dace· Occobcr 27,2011 EPA Reg. No/ File Sy111bol: 524-575 I Page 17of66 
Applieanc's/Rcgist,anc's Name & Address·. 
Monsan to Company, 800 N. Lindbergh B lvd., St. Louis, MO 63167 ProdUC(: MON89034 
lngrcd1en1 Bacillus thuringiensis Cry! A. l 05 and Cry2Ab2 Proceins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Gu idel inc Scudy Nnme MRID Number Submitter 

Gnllagher. S.P. and I. B. Beavers. 2006. Evaluation of 
Potent ial Diccnry Effects ofMON 89034 with the 
Northern Bobwhite: an Eight-day D ictary Scudy with 

885.4050 Corn Grain. Monsanto T cchniea l Report WL-2005·0 12. 4695 14-27 Monsanco Company 

Mucch, M., T. Currnn,J. Warren, S. Dubehll3n, M. 
Glaspie, J. Murphy, S. I.Alvine, I. Holm~cycr. aud C. 
Jiang. 2006. Aerobic Soil Degradation of the Purified 
Cry2Ab2 and Cry I A. I OS Proteins. Monsanto Technical 

885.5200 Report MSL-20 174. 4695 14-28 Monsanto Companv 

Huesing. I.E., J.I. Dum. :md S.I.. Levine, 2006. 
Endangered Species Risk Assessment for Corn MON 

NIA 89034. MOOW1to Technical Report MSL0020394. 4695 14-29 Monsanlo Company 

MacRae. T.C., C R.. Brown, S.L. Levine 2005. 
Evaluation of !he Pok:ntial for Interactions Betw~:en the 
Bacillns thunngren.sis Prorems CryiA.IOS and Cry2Ab2. 

N/A Monsanco Technic:~l Rei>Ort MSI.-19859. 466946-02 Monsanlo ComP<Illv 

Sindcnuann, A.a. J.R Porch, and H.O. Krueger. 2006. 
Evaluation ofPolen(ial Effects of Expooure to Cry2Ab2 
Protein in an Aeucc 81udy with the Parasitic Wast>. 

885.4340 
Ichneumon prom/ssornu (Hymenoptera: Ichneumonidae). 
Monsanto Technical R~ort MSL-20 148. 4695 14-26 Monsanto Comvany 

Signature Name and Title 
Se e Page 1 for S ignature J. Austin Bums, Ph.D. 

Re_&ll)atory Affairs Manager 
EPA Form 8570-35 (9-=-97) Electronic and Paper ve rsions available. Submit only Paper version. 

Monsanto Company ll-CR-l92E·2R 

Starus Note 

Environmental 
OWN Assessment 

Environmental 
OWN Assessment 

Environ.men(al 
OWN Asse$smcrt 

EnvtrooOIC!l(al 
OWN Assessment 

Environmental 
OWN Assessment 

Date 
October 27, 20 l l 

Ag~mcy Internal Use Copy 
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oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approved OMB No. 2070-0060 I 

401 M Street, S.W. 
Washington1 D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of informalion is estimated to average 0.25 hours per response for registration activities and 0.25 hOurs per 
response for reregistration and special review aclivities. including lime for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137). U.S. Environmental Proleclion Agency. 
401 M Slreet. S.W .• Washington. DC 20460. Do not send I he form to this address. 

DATA MATRIX 

Dale: October 27, 20 11 EPA Reg. No./Filc Symbol: 524-575 I Page 18 of66 
Applicant's/Registrdnt's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
lngrcdienl Bacilltts thtwingiensis Cry I A .I OS and Cry2Ab2 Proleins and the Genetic Materiol (Vector PV-ZMIR245) Necessary for their Production in MON 39034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Study Name MRIDNumbcr Submiltcr 

Palmer, S.J. and H.O. Krueger. 2000. Insect Ptolection 
Prolein 2: An Acute Toxicity Study Wilh the Earthworm 
in an Anificial Soil Substrale. Monsanto Teclmical 

885.4340 Rcpon MSL-16177 450863-13 Monsanto Company 

Maggi, V.L. 2000. Evaluation of diclary cffect(s) o( 
purified Bocilltts rhnringiensis Cry2Ab2 ptolein on honey 

885.4380 bee larvae Monsanlo Technical Rcpon MSL-16961. 453371-02 Monsanto Company 
Teixeira, D. 2000. Assessment ofChronic Toxicilyof 
Cotton Tissue Containing Insect ProJection Protein 2 to 

885.4340 
Collembola (Folsomia candido}, A1nended report. 
Monsanto Technical Report MSL-16174. 450863-14 Monsanlo Colttpany 

Palmer. S. and H. Krueger. 2000 Insect Proteclion 
Protein 2: A Dielary Toxicity Study with Parasitic 
Hymenoptera (Nasonia viDipennis}. Monsanlo Technical 

885.4340 Repon MSL-t6173 450&63-10 Monsanto Company 

885.4380 

Maggi, V.L. 2000. Evalualion of lhe Dielary Effecl(sl of 
Insect Protection Prolein 2 on Adult Honey Bees (Apis 
me/li[era L.} Monsanlo Technical Rcr>_on MSL-16176 450863·08 Monsanlo Company 

Signature Name a1td Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

Regulatory Aftairs Manager 
EPA Form 8570.35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company ll-CR-192E-2R 

Status Nole 

Environmental 
Assessment 

OWN 

Environmental 
OWN Assessment 

Enviroltntcnlal 
OWN Assessment 

Environmental 
OWN Assessmcnl 

Environmcnlal 
OWN Assessment 

Date 
October 27, 2011 

Agency Internal Use Copy 
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Form Approved OMB No. 2070-0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is eslimated to average 0.25 hours per response for registtation activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and comple!ing the necessary fonns. Send comments regarding the but den estimate or any 
olher aspect of this collection of information. including suggestions for reducing the burden to: Direclor. OPPE lnfonnation Management Division (2137), u.S. Environmental Protection Agency. 
40t M Street. S.W .. Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: October27, 2011 EPA Reg. No./Filc Symbol: 524-575 I Page 19 of66 
Applicant'sfRegistrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient Bacillus thuringiensis Cry1A. t05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZM1R245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034~3) 

Guideline Reference Number Guideline Sludy Name MRlDNumbcr Submitter 

Head, G. 2006. Insect Resistance Management Plan for 
Second Generation Lepidopteran-Protected Corn, MDN 

N!A 89034. Monsanto T.:chnical Report 06-RA-39-06. 469514-30 Monsanto Company 

Bogdanova, N. and A. Crnwford (2007). Public Interest 
Document Supp.oning Registrarion of Bactftus 
thuringiensis CryiA.I05, Cry2Ab2 and Cry3Bbl 
Proteins in tnsect-Prolecled Com MON 89034 and MON 
89034 X MON 8&017 472797-01 Monsanto Company 
t3ogdanova, N., S. Oubelman, M. Mueth, J. Murphy and 
A. Silvanovich {2007). Responses 10 EPA Questions 
Regarding Application 524-LTL to register Insect• 
l'rolected Corn MON 89034 {MRID 4695 1428) 471403-01 Monsanto Company 
Bogdanova, N., (2007) Responses to EPA Questions 
Regarding Applications 524-LTL and 524-L 1L to 
Register tnscct-Protoctcd Com MDN 89034 and MON 
89034 x MDN 88017 (MRtD 46951400 and 4695t300) 471275-01 Monsanto Company 
Bogdanova, N .. , (2007). Supplemental Information to 
Address EPA Questions Regarding Applications 524-LTL 
and 524-LTL lo Register tnscct-Protccted ComMON 
89034 and MON 89034 x MON 88017 (MRt!) 46951400 
and 4695 1300) 470794-02 Monsanto COIIWanv 

Signature Name attd Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

·--- ·-- Regulatory Atiairs Manager 
EPA Form 857~35 (9-97} Electronic and Paper versions available. Submil only Paper version. 

Monsanto Company II-CR~I92E-2R 

Stat11s Note 

OWN IRM 

OWN Benefits 

OWN Mise 

OWN Misc. 

OWN Misc. 
Date 
October 27, 20 II 

Agency Internal Use Copy 
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oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approved OMB No. 2070-0060 1 

401 M Street, S.W. I 
Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is eslimated to average 0.25 hours per response for registration activities and 0.25 hours per 

I 
response for reregistration and special review activities. including time tor reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2 t 37), u.s. Environmental Protection Agency. 
401 M Street. S.W., Washin~ton. DC 20460. Do nol send the fonn to this address. 

DATA MATRIX 

Date: October 27,2011 EPA Reg No.!Filc Symbol: 68467-2 I Page 20 of 66 
Applicant's/Registrant's Name & Address: I 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I Insect Prolec!fon 

Ingredient B.t. Cry I P protein and the genetic material necessary for production (plasmid insert PHP8999) in maize (OECD Identifier: DAS-0!507-1) 

Guideline Reference Number Guideline Study Name MR!DNumber Submitter Status Note 

Acute ord! toxicity in mice: Cry IF BaCJ! I tiS rhuringiensis 
subs~>, aizawai delta endotoxin 44691101 68467 PER 

• 

EITectivencss data for Bacil!tLS tlmringien~is var. ai7.awai 
CrytF insect control protein as expressed in maize 4469!102 68467 PER 

Background document on resistance management 44691103 68467 PER 

Product Characterizatiun Data for Bacillus rhuringiensts 
var. ai7.awai Cry IF Insect Control Protein as expressed in 
Maize 4471480! 68467 PER 

Characterization of Gene lnscrts-Baci/lns rh11rtngiensis 
var. aizawai Cry IF Insect Cororol Proteins Expressed in 
Maize 44714802 68467 PER 

Equivalency of Microbial and Maize ExpJe.<sed Cry IF 
Protein; Charactcriution of Test Substances for 
Biochemical and Toxicological Studies. 
In Vitro Digestibility of Microbial and Maize Expressed 
Cry IF Protein Under Sin1ulated Gastric Conditions 44714803 68467 PER 

Signature Name and Title Date 
See Page 1 for Signature 1. Austin Bums, Ph.D. October 27,2011 

EPA Form-8570-35 (9·97) Electronic and Paper versions available. Submit only Paper version. 
Regulatory Atlairs Manager 

Agency Internal Use Copy 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approved OMB No. 2070-0060 I 

401 M Street, S.W. 
Washi'!_gton, D.C. 20460 I 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review aclivities. including time for reading the instructions and compleling the necessary forms. Send comments regarding the burden estimate or any 
other aspect ofthis colleclion of informalion, including suggestions for reducing the burden to: Director. OPPE Information Management Division {2137), U.S. Environmenlal Prorection Agency, 
401 M Street. S.W .. Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: October 27, 2011 EPA Reg. No.ffile Symbol: 68467-2 I Paac 21 of66 J 

Applicant's/Rcgistrant's Name & Address·. 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Produc1: Herculex® I Insect Protection 
Ingredient B.t. Cry IF protein and 1he genetic material necessary for production {j>lasmid insert PI·W8999) in maize (OECD Identifier: DAS-0 t 507-l) 

Guideline Reference Number Guideline Study Name MRlD Number Submitlcr 

Quantitative ELl SA Analysis of Cry IF Expression I cvels 
in Maize MPS Inbred Lines 1360, 1365, 1366, and 1369. 
(Interim Report) 447!4804 68467 

Comparison of Amino Acid Sequence Similarity of 
CrviF and PAT P1o1eins to Known Allergen P1o1ein 44971701 68467 

Microbial B.t. Cry IF (truncated) De!ta-Endoloxin: 
Maize-Insect-Pest Susceptibility StudY 45020!01 68467 

Chill actcrization of inserted genes in Cryt F' ruai7.e line 
1507 45020t02 68467 

Effectiveness Data lor Bacillus rltw·ingieiLSis var. ai4awai 
CrviF Insect Control Protein ''s Expressed in Mai7.c 44691!02 68467 

Characterization of Expressed Cry IF Protein in Maize 
Tissues (Pollen, Grain, Grain-Containing Feed, and 
Purified Maize-Expressed Cry If Protein) and Microbial 
Expressed Cry IF Delta Endotoxin by Biological and 
Biocltemical Procedures 45020103 68467 

Quantitative ELISA Analysis of Cry IF and PAT 
Expression levels io and Compositional Analysis 9f 
Maize Inbred and Hybrid Lines 1362 and 1507 45020104 68467 

Signature Name and Title 
Sec Page 1 for Signature J. Austin Bums, Ph.D. 

EPA Form 8570-35 (9~97) Electronic and Paper versions available. Submit only Paper version. 
Regulatory Affairs Manager 

Monsanto Company 11-CR-192E-2R 

St<ltus Note 

PER 

PER 

PER 

PER 

I'ER 

PER 

PER 
Date 
October 27, 20 I 1 

Agency lntomal Use Copy 
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Form Approved OMB No. 2070.0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions tor reducing the burden to: Director. OPPE lnfonnalion Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washington. DC 20460. Do not send the fonn to this address. 

DATA MATRIX 

Date: October 27, 2011 EPA Reg. No./Filc Symbol: 68467-2 I Pa11.e 22 of66 
Applicant's/Registranrs Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I Insect Protection 
Ingredient B.t. Cry1F protein and the genetic material necessary for production plasmid insert PHP8999) in maize (OECD ldent\fier: DAS-01507-l) 

Guideline Reference Number Guide! inc Study Name MRIDNumber S\cbmitter 

Environmental Fate of Cry IF Protein incorporated into 
Soil 45020105 68467 

Cry!f Bacillus tlmringiensis var. ai7.awai Della 
Endotoxin: An Acute Toxicity Study with the Earthworm 
in an Articial Soil Substrate 45020!06 68467 

Chronic exposure of Folsomia candida to bacterially 
expressed Cry l F protein 45020107 68467 

B.r. Cry IF delta endotoxin: A 48-hour static-renew·.ll 
acute toxicity test with the Cladoceran (Daplcnia magna) 
using bacterially expressed B.r. Cry IF delta endotoxin, 
and pollen from maize expressing B. r. Cry If della 

OECD202 endotoxin 45020!08 68467 

Cry l F Baci1111s rh11ringiensis var. aizawai delta endotoxin: 
8854340 A dietary study with green lacewin~: larvae 45020!09 68467 

885.4340 
Cry l F Bacillus rhuringiensis var. aizawai delta endotoxin: 
A dietary study with the ladybird beetle 45020!10 68467 

Signature Name and Title 
See Page l for Signature J. Austin Bums, Ph.D. 

Regulatory Affairs Manager 
EPA Form 8570-35 (9·97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company II-CR·I92E-2R 

Status Note 

PER 

PER 

PER 

PER 

PER 

PER 

Date 
October 27,2011 

Agency Internal Use Copy 
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Form Approved OMB No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. inclUding time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information. including suggestions for reducing the burden to: Director, OPPE Jntormation Management Division (2137), u.s. Environmental Protection Agency. 
401 M Street. S.W .. Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: October 27, 2011 EPA Reg. No./Fite Symbol: 68467·2 I Page 23 of66 
Applicant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I Insect Pro/ection 
lngrodicnl B. I. Crytf protein and the genetic mmerial necessary for production (plasmid insert PHP8999) in maize (OECD Identifier: DAS·0t 507-1) 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter 

CrytP Bacillus rhUI·inglensis var. aizawai delta endotoxin: 
885.4340 A dietary toxicity study with parasitic hymenoptera 45020111 68467 

Transgenic corn expressing Bacillus thnringiensi~ var. 
ai1.awai (B.r.) Cry! F delta endotoxin· A didarytoxicity 

71-2 study with Northern bobwhite 45020112 68467 

Field survey of beneficial arthropods associated with 
8at:i/lns rhuringiensis Cry! F maize 45020113 68467 

Effica4:y of Cry IF events TCI360 and 'fCI507 45020114 68467 

Crvl F binding studies 45020115 68467 

Resistance mal\agemcnt plan for transgenic maize 
expressing theCry!F insecticidal protein from 8acill1tS 
r/urrillgiensis var. aizawai 45020116 68467 

Signature Name and Title 
See Page 1 for Signatut'e J. Austin Bums, Ph.D. 

EPA Form 8570-35 (9:97) Electronic and Paper versions available. Submit only Paper version. 
Regulatory Affairs Manager 

Monsanto Company ll-CR-l92E-2R 

Status Note 

PER 

PER 

PER 

PER 

PER 

PER 
Date 
October 27, 2011 

Agency Internal Use Copy 
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Form Approved OMS No. 2070-0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection ot information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. including time for reading the instrvclions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information. including suggestions for reducing the burden to: Direclor. OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
40f M Street. S.W .. Washinglon. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: October 2 7, 20 11 EPA Reg. No./File Symbol: 68467-2 l Page 24 of 66 
Applicant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 trroduct: Herculex® I lnsecl Protectron 
Ingredient B. I. C_rylF protein and the genetic material necessary for production (plasmid insert PHP8999} in maize (OECD ldenlilicr: DAS-01507-l} 

Guideline Reference Number Guideline Stud_y_Namc MRIDNumbcr Submitter 

Supplement lo MRJD 44714801: Supplemental data· 
Product characterization data for Bacillcrs rhtJTingtensis 
var. aiz:nvai: Crv IF controi_Q_rotein as Cl(j)fessed in maize 45020117 68467 

Supplement to MRID 4469110 I: Supplemental data- . 
Acute oral toxicity in mice: Bacillus rhwingiensis var. 
aizawai Cry_ IF delta endotoxin 45020118 68467 

Phosphinothricin acetyltransferase (PAT) protcin·.tn vitro 
digestibility study 45041501 68467 

Non-target exposure and risk assessment for 
environmental dispersal of CTYIF maize pollen 45041502 68467 

Evaluation of the dietary eftecl(s) on honeybee 
developtncnr using bacterially expressed B.t. Cry IF delta 
endotoxin and pollen from maize expressing B. r. Cry IF 
delta endotoxin 45041503 68467 

Waiver request: Fish toxicity lest with transgcttie maize 
(corn) containing Bacillus r/nrrillglensis var. aiaqoi (B.r.) 
c_ry_l F delta endotoxin 45044201 68467 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

Regulatory Affairs Manager 
EPA Form 857().35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company Il-CR-l92E-2R 

Status Note 

trER 

PER 

PER 

PER 

PER 

PER 
Date 
October 27, 20 ll 

Agency Internal Use Copy 
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Form Approved OMB No. 2070·0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection ot information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W .• Washin!l!On, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: October 27,2011 EPA Reg. No/rile Symbol; 68467-2 l Page 25 of66 
Applicant's/Rcgislrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I Insect Protection 
Ingredient B.r. Crylf protein and the genetic material necessary for_llroduction (pJasmid insert PHP8999) in maize (OECD Identifier: DAS-01507-1) 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter 

High dose del!lonstration of Cry! F cvcnls TCI360 and 
TC!507: European corn borer 45131101 68467 

Toxicity of the Cry !I' prolein 10 neonate larvae o(the 
monarch bullefly (Danarrs plexipp1rs (Unncaus)l 45131102 68467 

Public intcresr document for Crvtf-orotected com 45131103 68467 

Thermolability ofCrvl F (truncared) della cndoloxio 45274801 68467 

ComEOsilional analysis of maize MPS hybrid line 1507 45274802 68467 

Cry IF lateral flow tcsl kit procedure for analyzing Cry IF 
corn grain 45279301 68467 

Method validation report for the determination of Cry IF 
della endotoxin protein in grain by Ell2.yme-Unked 
tmmunosorbcnl AssaY 45279302 68467 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

EPA Fo1Tll8570·35 (9-97) Electronic arid Paper versions available. Submit only Paper version. 
Regulatory Affairs Manager 

Monsanto Company ll·CR·l92E·2R 

Status Note 

PER 

PER 

PER 

PER 

PER 

PER 

PER 
Date 
October 27, 201 I 

Agency Internal Use Copy 
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&EPA 
Fonn Approved OMS No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washil!g_ton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect ot this collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137). U.S. Environmental Protection 
Agencv. 401 M Street. S.W .. Washington. DC 20460. Do not send the fonn to this address. 

DATA MATRIX 

Date: October 27, 2011 EPA Reg. No./Filc Symbol: 68467-2 I Paoc 26 of66 
Applicant's/Rcgistranl's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® r lnsecr Protection 
Ingredient B.t. CrytF_{>I'otein and the_genetic material necessary for production (plasmid insert PHP8999) in maize {OECD Identifier: DAS-0t507-1) 

Guideline Reference Number Guideline Study Name MRtDNumber Submitter 

Supplement to MRID 4513 H02·. Supplemental data· 
High dose demonstration of Cry IF events l'C t 360 and 
TC!507: European corn borer 4530770! 68467 
Waiver request: Fish toxicity test to assess the potential 
effects of maize containing Bacttlus tltlll'ingiensis var. 
aizawai (Bt) CrytF insecticidal protein (tCP) in native 
fish 45307702 68467 

Supplement to MRID 45020109: CrytF Bocill11s 
rhurtngiensts var. aizawai delta endotoxin: A dietary 
toxicity study with green lacewing larvae 4530780! 68467 

Supplement to MRtD 45020 t to: Cry IF Bocillus 
rh11ringtcmis var. mzawai delca endotoxin: A dietary 
toxicity study with l!reen ladybird beetle 45307802 68467 

Supplement to MRID 45020111: Cry!F Bacillus 
rtmrtngiensts var. aizaw;li delta endotoxin: A dietary 
toxicity study with purasitic hvmenoptera 45307803 68467 
Supplement to MRID 45020 !06: Cry IF Bacillus 
rhuringfensis var. ai1.awai della endotoxin: An acute 
toxicity study with the earthworm in an artificial soil 
substrate 45307804 68467 

Signature Name and Title 
See Page 1 for Signature J. Austin Burns. Ph.D. 

Regulatory Affairs Manager 
EPA Fonn 8570-35 (9-91) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company II-CR-192E-2R 

Status Note 

PER 

PER 

PER 

PER 

PER 

PER 
Date 
October 27, 2011 

Agency Internal Use Copy 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The pubic reporting bll'den for this colledion of information is estimated to average 0.25 hours per response for registration activities and 0.25 hourS per 
response for reregistration and special review activilies, inclUding time for reading the instructions and completing the neces.sary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information. including suggestions for reducing tre burden to: Director. OPPE Information Management Division (2137), U.S. Environmental Protection 
Agency, 401 M Street. S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: October 27,2011 EPA Reg. No.JFile Sylllbol: 68467-2 I Page27 of66 
Applic-aofs/Registraofs Name &. Address· 
Monsanto Company, &00 N. Lindbergh Blvd., St. Louis MO 63167 Product: Herculex® I Insect Protection 

Ingredient B.t. CrylF _j)I'Otein and the _genetic material nccessary_forproduction (p_lasmid insert PHP8999) in mai1..c (OECD Identifier: DAS-01507-1} 

Guideline Reference Number Guideline Study Name MRJDNumbcr Submiuer Status Note 

Supplement to MRID 45041503: Evaluation of the dictary 
ciTect(s) on honeybee development using buclerially 
expressed B.r. Cry IF delta endotoxin and po llen rrom 
maize C)(p_ressing B.t. C.IYI F della .endotoxin 45307805 68467 PER 

Exposure and ri~k assessment ofHerculcx I Bt fietd com 
pollen to K:trner blue bull~rlly 455 12901 68467 PER 

Nutritional equivalency of B.r Cryl F maize- poultry 
feedi~stu~y 4562200t 68467 PER 

Field survey ofbeneficilll arthropods associaled with 
Bacillns thuringfensis Cry IF maize 4564800t 68467 PER 

Field surveys of non-target invertebrate poputatiOIIS in 
B. r. com 4565200t 80778 PER 

De'>'elopntent and chamcterization ofEncymc-Linkcd I 
lmmW10sorbent Assay (ELISA) fnr detection of Cry IF 
protein 4568560t 68467 PER 

Signature Name and Title Date 
See Page 1 for Signature J. Austin Bums, Ph.D. October 27, 20 I I 

Regulatory Affai rs Monogcr 
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency lntornal Use -Copy 

Monsanto Company II-CR-192E-2R Page 44 of I I 0 
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Form Approved OMS No. 2070-0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this coUeclion of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this coUeclion of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2t37), U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: October 27, 2011 EPA Reg. No/File Symbol: 68467-2 I Page 28 of66 
Applicant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® llnsect Proteclion 

Ingredient 8.1. Cl)' l F protein and the genetic material necessary lor production {plasmid insert PHP8999) in maize {OECD Identifier: DAS-01507-l) 

Guideline Reference Number Guideline Study Name MRID Number Submitter 

Independent laboratory validation of method GRM 02.13. 
determination of Cry IF delta endotoxin protein in corn 
min by an ofEn<:Ymc-Linkcd lmmuno.vorbcnt Assay 45685602 68467 

Supplement to MRID 45131102: Toxicity of the Cry! F 
protein to neonate larvae or the monarch butterfly 
{Danaus l>lcxipplts (LitUleaus)) · 45759701 68467 

Stewardship of Herculcx !Insect Protection with respect 
to the secondary lepidopteran pest, w-estern bean cutwom1 
(Rtchia albicosta Smith) 45896501 68467 

Lack of cross reactivity between Cry l F protein in 
Hcrculex I maize and the dust mite Der p7 protein with 
human sera positive for Der_p7-lgE 46444001 68467 

Monitoring the susceptibility of European corn borer to 
Cry lAb and Cry! F Bt proteins: Results from the 2004 
collections and diapausing larvae collected in 2003 46583101 80778 
Stewardship of event TC 1507 maize with respect to the 
secondary lepidopteran pests lesser com stalk borer 
(Eiasmopalpus /ignose/lus Zeller), southern com stalk 
borer {Diarraea crambtdiodcs Grote}, and sugarcane borer 
(Biatraca saccltaralis Fabricius) 46600201 68467 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

EPA Form 8510-35 {9·97) Electronic and Paper versions available. Submit only Paper version. 
Regulatory Affairs Manager 

Monsanto Company 11-CR-192E-2R 

Status Note 

I>ER 

PER 

PER 

PER 

PER 

PER 
Date 
October 27, 20 II 

Agency Internal Use Copy 
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Form Approved OMB No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for lhis collection of information is estimated to average 0.25 hours per response for regislration activities and 0.25 hours per 
response for reregisVation and special review activilies. including time for reading lhe instruclions and compleling the necessary forms. Send commenls regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director. OPPE lnformalion Management Division (2t37), U.S. Environmental Protection Agency. 
401 M Street. S.W., Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: Oclobcr 27.2011 EPA Reg. No./File Symbol: 68467-2 I Pase 29 of 66 
Applicant's/RegiStrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product Herculex® [ Insect Pr·otection 
Ingredient B.t. Cry IF protein and lite genetic material necessary for production {plasmid insert PHP8999) in maize {OECD Identifier: DAS-01507-1) 

Guideline Reference Number Guideline Study Name MRIDNumbcr Submitter 

Slide presenwtion summarir.ing European corn borer and 
Crv IF resistance monitoring update 46695801 68467 

Insect resistance management compliance assurance 
prol!;ram report for corn borer-protected Bt corn 46747801 80778 

Field surveys of non-target invertebrate populations in Bt 
corn: Supplement to MRlD No. 45652001 46784601 80778 

Monitoring the susceptibility of com lepidopteran pcsls to 
CrviAb and Crvl F proteins: 2005 monitorit!g results 46874901 80778 

Research results on 2004 European corn borer collections 
from Hamilton County. Iowa: Crvl F 47011201 68467 
Insect resistance management com pi iancc assurance 
program report for corn borer-protected Bt corn. corn 
rootworm-protccled Bt com, and corn borer/corn 
rootworm protected stacked Bt corn 47044401 80778 

Signature Name and Title 
See Page l for Signature J. Austin Bums, Ph.D. 

EPA Form 8570-35 (9~97) Eleclronic and Paper versions available. Svbmil only Paper version. 
Regulatory Affairs Manager 

Monsanto Company 11~CR-l92E~2R 

Status Note 

PER 

PER 

PER 

PER 

PF.R 

PER 
Date 
October 27, 2011 

Agency Internal Use Copy 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information. including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137). U.S. Environmental Protection 
Agencv. 40 t M Street. S.W .. Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: October 27, 2011 EPA Reg No./File Symbol: 68467-2 I Page 30 of 66 
Applicant's/Registr-d11t's Name & Address·. 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Hercu1ex® I Insect Protection I 
Ingredient B.t. Cry IF protein and the_g~netic material necessary for production (plasmid insert PHP8999) in maize (OECD Identifier: DAS-01507-t) j 

Guideline Reference Number Guideline Study Name MRtDNumber Submiuer St~tus Note 

i 
Monitoring the susceptibility of corn lepidopteran pcsfs to 
Crv!Aband CrvtF proteins: 2006 monitorinl! results 47tt8401 80778 PER 

j 

Soil accumulalion of Cry IF afier three years of cropping I 
with Hercutcx I corn 47120701 68467 PER 

i 

TCt507 maize and fall armyworm in Pucno Rico 47t 76001 68467 PER I 
Proposed revisions to tRM-relatcd registration 
requirements for Cry! plant-incorporated protcctants in 
ticld corn 47407001 80778 PER i 

I 
Monitoring the susceptibility of com lepidopteran pcsrs to 
Cry I Ab and Cry IF proteins: 2007 monitoring results 47413901 80778 PER 

Proposed revisions to tRM-related registration I 
requirements for Cry I ptant-incnrporatcd protect ants in 
field corn 47543901 80778 t>F.,R . 

Signature Name and Title Date 
. 

See Page 1 for Signature J. Austin Bums, Ph.D. October 27, 2011 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper vers1on. 
Reguta~or~ Affair~ Manager_ 

Agency Internal Use Copy 
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oEPA 
Form Approved OMB No. 2070..0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
PapeiWork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per 
response for reregistration and special review activities. including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions fOr reducing I he burden to: Director. OPPE Information Management Division (2137), U.S. Environmental Proteclion 
Agencv. 40 t M Street. S.W., WashinQion. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: October 27, 2011 EPA Reg. No./Filc Symbol: 68467-2 I Page 31 of66 

Applicant's/Regislrollt's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Prod!ICI: Hercu1ex® 1/nsect Protection 
Ingredient B.t. Cry IF protein and the genetic materialuecessary for production (plasmid insert PI-D)8999) in maize (OECD Identifier: DAS-0 I 507-1) 

Guideline Reference Number Guideline Study Name MRIDNumbcr Submitter Status Note 

Mouiloring the susceptibility of oom l~pidopteran pests to 
C.rvtAb and C.rvtF proteins: 2008 monitoring results 47841801 80778 PER 

Monitoring th.c susceptibility of corn lcpidoJXcran pests to I 

C.rvl Ab and. Cry I P proteins: 2009 monitoring results 47971001 80778 PER 

Production Report and Certificate of Analvsis of 
Truncated C.rvt F (TSN 1045501 48193001 68467 PER 
20 tO Insect Resistance Management Compliance 
Assurance Program for Corn Borer Prctectcd Bt Corn, 
Com Rootwomt Protected Bt Corn, and Corn Borer/Com 
Rootworm-Protcctcd Stacked Bt Corn 48375001 80778 PER 
Enhanced Insect Resistance Management Compliance 
Assurance Program tbr Corn Borer Protected Bt Corn, 
Corn Rootworm Protcct~d Bt Corn, and Corn Borer/Corn 
Rootworm-Protccted Stacked Bt Corn 48375101 80778 PER 

Signature Name and Title Date 
See Page 1 for Signature J. Austin Bums, Ph.D. October 27, 20 11 

Regulator):' Affairs Ma11ager __ ~ 
~--- -- --

EPA Fonri-8570-35 (9-97) Eleclronic and Paper versions available. Submil only Paper version. Agoncy Internal Use Copy 
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oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approved OMS No. 2070·0060 I 

401 M Street, S.W. 
Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden tor !his collection ol infonnalion is eslimated to average 0.25 hours per response for registration aclivilies and 0.25 hours per 
response tor reregistration and special review activities, including lime tor reading the instruclions and completing the necessary fonns. Send comments regarding the burden estimate or any 
other aspect of this collection ot inlormation, including suggestions tor reducing I he burden lo: Director. OPPE Information Management Division (2137). U.S. Environrnenlal ProteclionAgency. 
401 M Slreet. S.W., Washi~gt_on, DC 20460. Do not send lhe fonn to !his address. 

DATA MATRIX 
Date: Oclober 27, 2011 EPA Reg. No./File Symbol: 524-551 1 Pagc32 of 66 

Applicant's/Registranl's Name & Address: l'roducl: MON 88017 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 

Ingredient B.t. Cry3Bb I protein and the genetic mal erial (vee! or ZMIR39) necessary for ils production in event MON 88017 corn (OECD Unique Identifier: MON-88017-3} 

Guideline Reference Number Guideline Study Name MRlDNumbcr Submiuer 

Cot\diti(rns of Rcgislr<llion for MON 88017 (EPA Reg. 
Nn.524-55 I) and MON 89034 x MON 8l!OI7 (EPA Reg. 
No. 524-5761, and Response lo EPA's RC<lu,·st ft\T 

Additional Information on M')lls&llo's Rcsi~bncc Coni 
Rootwurm {CRWI Moo\itoritl" Program. 484368-01 Monsanto Company 

Condit ions of Registration for MON 8 8017 (EPA Reg. 
No. 524-551) and Conditions of Registration for ; 
MON 89034 x MON 88017 {EPA Reg. No 524-576). 484368-0l Monsanto Company 

Enhanced Insect Resistance Management Cc.>mpliance 
Assurance Progrom for Com Borer Protected 81 Corn, 
Corn Roolworm-Prolected Bl Corn, and Com Borer I 
Com Roolwonn Protected Stacked Bt Com. 483751-0l ABSTC 

Ann11al Sales Report for MON 810, MON 863, MON 863 
X MON 810, MON 88017, MDN 88017 X MON 810, 
MON 89034, MON 88017 x MON 89034, and 
MON 88017 X MON 89034 X TCI507 X DAS-59122-7 
(EPA Reg. Nos 524-489, 524-528, 524-545, 524-551. 
524-552, 524-575. 524-576, and 524-58! ). 483678-0l Monsanto Company 

2009 Season Mouitoritlg l'or the ~usccptibility ol'N.;onatc 
Western Corn Rootwonn Larvae 10 the Bacillns 
rhmtrli!iCrlsis Crv30b l Prolcit\. NIA Monsanto Coll\pany 

2009 Season Monitoring for the Susceptibility ofNeonate 
Western Corn Root worm Larvae to the Bacillns 
rhminglensis Cry3Bb l Protein. 482080-0l Monsanto Company 

Signature Name and Title 
See Page 1 for Signature J. Auslin Burns, Ph.D. 

EPA Forrri8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 
Regulatory Affairs Manager 

Monsanto Company ll·CR-192E-2R 

Status Note 

Tern~s& 
OWN Conditions 

Terms& 
OWN Conditions 

Terms& 
PER Conditions 

Terms& 
OWN Conditions 

Terms& 
OWN Condition< 

Terms& 
OWN Conditions 

Date 
October 27, 2011 

Agency Internal Use Copy 
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oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approved OMB No. 2070-0060 I 

401 M Street, S.W. 
Washington, D.C. 20460 

Paperwork Reduction Act Notice: The pub6c reponing burden for this colleclion of informalion is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information. including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: October 27,2011 EPA Reg No./Filc Symbol: 524-551 1 Page 33 of 66 

Applicant's/Registranrs Name & Address: Product: MON 88017 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 

Ingredient B. I. Cry3Bbl _l>_rotein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unique Identifier: MON-8801 7-3) 

Guideline Reference Number Guideline Study Name MRIDNumber Submincr Statu~ Note 

2009 Insect Resistance Management Compliance 
Assurance Program Report for Com Borer-Protected Bt 
Com (EPA Reg. Nos. 524-489,68467-2,67979-1, and 
29964-3), Com Rootworm-Protectcd Bt Com (EPA Reg. 
Nos. 524-528, 524-551, 68467-5,67979,5, and 29964-4), 
and Corn Borer/Com Rootwonn-Protectcd Stacked Bt 
Com (EPA Reg. Nos. 524-545, 524-552. 524-576. 68467· Terms& 
6, 67979-8, and 29964-5). 479710-01 ABSTC PER Condition~ 

Annual Sales report for MON 810 (EPA Reg.No 524-
48!>), MON 863 (EPA Reg. No. 524-528}, MON 863 ~ 
MON 810 (EPA Reg. No. 524-545), MON 88017 (EPA 
Reg. No. 524-551}, MON 89034 (EPA Reg. No. 524-575) Terms& 
and MON 89034 x MON 88107 (EPA Reg. No. 524-576). 479614-01 Monsanto Company OWN Conditions 

2008 Season Monitoring for the Susceptibility ofNeonate 
Western Corn Rootw<>ml Larvae 10 the Bacillus Terms& 
thuringiensrs C!'f3Bbl Protein. 4 78846-01 Monsanto Compan'f OWN Conditions 

2008 Insect Resistance Management Contplianee 
Assurance Program Repon lor Com Borer-Protected Bt 
Corn (EPA Reg. Nos. 524-489.68467-2. 67979-l,and 
29964-3), Com Rootworm-Protcctcd Bt Com (EPA Reg 
Nos. 524-528. 524-551, 68467-5, 67979-5, and 29964-4 ). 
and Com Borer/Com rootworm-Protccted Stacked Bt 
Corn (EPA Reg. Nos 524-545, 524-552, 68467-6, fi7979- Terms& 
8. and 29964-5) 476633-01 ABSTC PER Conditions 

Signature Name and Title Date 
See Page I for Signature J. Austin Burns, Ph.D. October 27, 20 II 

Regulatory Affairs Manager 
-~ -

EPA Form 8570-35 (9-91) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved OMB No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. including time for reading I he instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director. OPPE lnformalion Management Division (2137), U.S. Environmental Protection Agency. 
401 M Street. S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Dare: October 27, 20 I r EPA Reg. No./FiteSymbol: 524-551 1 Page 34 of66 

Applicant's/Regislrant's Name & Address: Pro duel: MON 88017 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 
tngredienl B.t. Cry3Bbl protein and the genetic material (vector ZMIR39) necessary 1br its production iu event MON 88017 com (OECD Unique Identifier: MON-88017·3} 
Guideline Reference Number Guidcl ine Study N arne MRIDNumbcr Submitter 

Annual Sales Report lor YicldGard Com Borer Com 
(EPA Reg. No. 524-489), YieldGard Root\vorm Com 
(EPA Reg. No. 524-528), YietdGard Plus Corn (EPA 
Reg. No. 524·545), MON 88017 (EPA Reg. No. 524· 
55t), and MON 88017 x MON 8t0 (EPA Reg. No 524· 
552). 47663t-OI Mons3nto Company 

2006 Insect Resislance Management Compliance 
Assurance Program for Corn Borer-Protecled Br Corn, 
Com Roolworm-Protected Bt Corn and Com Borer/Com 
Rootwonn-Protected Slacked Bl Com. (ABSTC Rcvorl). 470444-01 ABS'I'C 

Submission of Annual Sales Report lOr YieldGard~ Com 
Borer corn (EPA Reg. No. 524·489), YictdGard"' 
Rootworm com (EPA Reg. No. 524·528), YietdGard~ 
Plus com (EPA Reg. No. 524-545), MON 88017 (EPA 
Reg. No. 524-551) and MON 880t7 :x MON 310 (EPA 
Rey,. No. 524·552). (2007). 470431-0t Monsanto CQffijlany 

Susceptibility of Neonate Rootwonn Larvae to the 
Cry3Bbt toxin from Bacillus rhuringien.ris: 2005 Daaa 
Summary. 46949t..QI Monsanto Company 

S'rgnature Narne and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

EPA Form 8570·35 (9-97) Electronic and Paper versions available. Submil only Paper version. 
Regulatory Affairs Manag.er 

Monsanto Company 11·CR-192E-2R 

Starus Nolc 

Terms& 
OWN Conditions 

Terms& 
PER Condilions 

Terms& 
OWN Condilions 

Terms& 
OWN Condilions 

Date 
October 27, 20 II 

Agency Internal Use Copy 
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Form Approved OMB No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of informalion is estimated lo average 0.25 hours per response for registration activilies and 0.25 hours per 
response for reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggeslions for reducing the burden to: Director. OPPE Information Management Division (2137), U.S. Environmenlal Protection Agency, 
401 M Street. S.W., Washin!!!on, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Dare: October 27,2011 EPA Reg. No./File Symbol: 524-551 1 Page 35 of 66 

Applicant's/Rcgistrant's Name & Address: Producr: MON 88017 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 

Ingredient B.t. Cry3Bb I protein and the genetic material (vector ZMIR39) necessary for its production in event MON &8017 com (OECD Unique Identifier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter 

Sidhu, R. S. (2004). Hmnan Hcallh and Enviromncnlal 
Assessment of the l'lant-lncorporared Protcctant Bacillus 
rhuti.ngiensis Cry3Bbl Protein Prod1tccd in MON. 88017. 

885.1100 MSL-18835 461817-01 Monsanlo Company 

Beasley, K. A., H.M. Anderson., P.B. Wimberley, D.W. 
Mitlank, and R.P. Lirette (2002}. Molecular analysis of 
YieldGard'tRootwonn/Roundup Ready"Corn Event MON 

885.1100 88017 MSL-17609 46t8t7-02 Monsanto Company 

Bhakta, N. S., A. J. Hanmann. and J. C. JeMings (2003}. 
Cry3Bbl and CJ>4 EPSPS Protein Levels in Com Tissues 
Collected from MON 88017 Corn Produced in U.S. Field 

885.1100 Trials Conducled in 2002. MSL-18823 461817-03 Monsanlo Company 

Duan, J. 1., M. S. Paradise and C. Jiang (2003). 
Evaluation ofFuncrional Equivalence of Two Cry3Bbl 

885.1100 
Protein Varianls Against Susceptible Coleopteran species. 
MSL-18799 461817-04 Monsanto Company 

Hileman, R. E. and f. D. Astwood (200 I). Additional 
Characrerization of the Cry3Bb I l'rorein Produced in 

885.1100 MON 863. MSL-17137 454240-10 Monsanto Company 
Signature Name and Tide 

Sec Page I for Signature J. Austin Bums, Ph.D. 
Regulatory Affairs Manager 

EPA Form 8570-35 (9-97} Eleclronic and Paper versions available. Submil only Paper version. 

Monsanto Company 11-CR-192E-2R 

Slarus Nole 

Producr 
OWN Chamcterizalion 

ProdUCI 
OWN Characterization 

Producr 
OWN Charoctcrizarion 

Product 
OWN Ch.uaclerization 

Product 
OWN Charocterizarion 

Date 
October 27, 20 II 

Agency Internal Use Copy 
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&EPA 
Form Approved OMS No. 2070-0060 

UNITED STAT ES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street , S.W . 

Was h ing ton , D.C. 20460 
Paporwork Reduction Act Notice: The public reporting burden for this colection of information is estimated to average 0.25 hours per respoi1Se for regislration activities and 0.25 hot¥s per 
response for reregistration and special review activities, including time tor reading the instructions and completing I he necessary forms. Send comnenls regarding the bul'den est mate or any 
other aspect of this coiled ion of information, induding suggestions for reducing the burden to: Director. OPPE lnformallon Management Oivision (2137), U.S. Environ men I a1 Protection Agency, 
401 M Street. s.w. Washington. DC 2().(60. Do nol send the form to U1is address. 

DATA MATRIX 
Ollie: October 27, 2011 EPA Reg. No./File Symbol: 524-55 I 1 Page36 of 66 

ApplicanrsfRegistront's NOlme & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 ProdUd: MON 88017 
Ingredient B.t. Cry3Bbl protein and the genetic material (vector ZM1R39) necessary for ils production in event MON 88017 com {OECD Unigue Identifier: MON-88017-3) 

Guideline Reference Number Guideline Study Nat11c MRIDNumbcr Submiller Status NO I\' 

Hileman, R. E .• G. Holle~chak, L. A. Turner, R. S. 
Thoma, C. R. Brown and J. D. A~twood (200 1}. 
Characterization and Equivalence ofthc Cry3Bb !Protein 
Produced by £. coli Fermcut~tion und MON 863. MSL- Product i 

Characteri2ation I 885.1100 17274 

Brown. M. {2003). Tml iCllekT"' Cry3Bh Lalerul Flow 
Test Strip nnd SttdChekTM Cry3Bb ELISA Performance 
Vcriflcation for Corn Seed, Leaf, and Composite Testing. 
MSL-19581 , in unpublished $ludy conducted by 

86<J. I340 Strategies Diagnostics, Inc. 

Dudm. Y A.. B-P Tonnu. L D. Albee and R. P Lirette 
(200 t). Amended R.:port for MSL-16559: B.r. 
Cry3Bbt.ll098 and NPT\1 Protein Levels 1n Sample 
T1ssUC Collecled from MON 863 Grown i11 1999 Field 

885.1100 Trials. MSL-17181 

Supplemental Information for "Evaluation of Functional 

885.1100 
Equivalence ofTwo Cry3Bbt Protein Variants Against 
S~ceptible Coleopteran Species" (MRlD No. 461817-041 

Thoma, R. S., G. Hollcschalc, R. c. H'1kman and J. D. 
Aslwnod (200 I) l'rimary Structural Protein 
Characterization ofMON 863 Cry3Bbi. II098l'rotcin 
Using N-tcrminal Sequencing and MALDL Time of Flight 

885. 1100 Mass Spectrometric Techniques. MSL-17154 
Signature 

See Page 1 for Signatu re 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper vers ion. 

Monsanto Company 

455382-0 I Monsunto Company 

463942-01 Monsanto Cnmpany 

454240-01 Monsanto Company 

465783-03 Monsanto Company 

454240-11 Monsanto Company 

Name and T itl e 
J. Austin Bums, Ph.D. 
Regulatory Affairs Manager 

ll-CR·l92E-2R 

OWN 

I 

OWN 
Product I 

Characterization 

I 

Product 
OWN Charnctcriznt1on 

Prodllc:l 
OWN Characlerization 

Product 
OWN Characteri7..ntion 

Date 
October 27, 20 II 

Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The pub6c reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information. including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 
401 M street, S.W .. Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: October 27, 2011 EPA Reg. No/File Symbol: 524-551 I Page 37 of66 
Apptieant's/Regjstrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., StLouis, MO 63167 Product MON 88017 
Ingredient B.t. Cry3Bbl protein and the genetic material {vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unique Identifier: MON-8801 7-3) 

Guideline Reference Number Guideline Study Name MRIDNumber Submiuer Status Note 

Sub1nission ofSupplel\lenlal Datd (May21.2001} in 
Support ofthe Application for Registration ofMON 863: 
Com Rootworm Protected Corn (Vector ZM tR 13L ); EPA Product 

88$.1 tOO File Symbol S24·LEI. N/A Monsanto Col\lpany OWN Cll.llmcterization 

Dudin, Y., B-P. Tonnuand R. P Liretle{200t}. 
Cry3Bbt, Cry lAb and NPTtt Protein Levels in !he Owl-
trait Maize Hybrid MDN 863 x MON 810 Produced in 
Argentinian Field Trials Conducted During the 1999·2000 Product . 

Charactcri7.aliOI\ i 88$.1100 Growing Season. MSL- 17266 

Holleschak, G., T. C. Lee, R. E. Hileman, P. D. Pyla, and 
J.D. Asnvood (2001). Amended Report for MSL-15835 
Assessment of the Equivalence of B.r. Protein t 1098, B.r. 
Protein 11231 and NPTII Protein Expressed in Com 
Events MON 853 and MON 860 to Microbial Sources. 

885. t too MSL-17222 

Supplemental Information for '"Cry3Bbt and CP4 EPSP8 
Protein Levels in Corn Tissues Collected from MON 
880 t 7 Corn Produced in U.S. Field Trials Conducted in 

88$.1100 2002" (MRID No. 4618 17-03} 

Holleschak, G. R. E. Hileman, and J. D. Asnvood (2001}. 
Amended Report for MSL-16$96: Assessment of the 
Physicochemical Equivalence ofCry3Bbt. t 1098 and 
NPTII Proteins i11 Com Event MON 863 lo Microbial 

88$.1 tOO Sources. MSL-t 7220 
Signature 

See Page 1 for Signature 

EPA Form 8570-35 (9·97} Electronic arid Paper versions available. Submit only Paper version. 

Monsanto Company 

4$7917-02 Monsanto Company 

454240-04 Mon.'l<lnlo Company 

465783-02 Monsanto Company 

454240-0S Monsanto Company 
Name and Title 
J. Austin Burns, Ph.D. 
Regulatory Affairs Manager 

11-CR-192E-2R 

OWN 

Product 
OWN Charoctcrizatinn 

Product 
OWN Characicrization 

Product 
OWN Characterization 

Date 
October 27,2011 

Agency tnternat Use Copy 
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&EPA 
Fonn Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimaled to average 0.25 hours per response for registration ac!ivilies and 0.25 hours per 
response for reregistration and special review acliv~ies. including lime for reading lhe instructions and completing lhe necessary forms. Send comments regarding the burden eslimate or any 
other aspect of this collection of information. including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137). U.S. Environmental Protection Agency. 
401 M"SJreet. S.W .. Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: October 27, 2011 EPA Reg. No./File Symbol: 524-SS I I Page )8 or 66 
Applicant's/Registrant's Name & Address·. 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 I 

Ingredient B.t. Cry3Bb I _I)Totein and the genetic matcrit~l (veclor ZMIR39) necessary for its production in event MON 88017 com (OECD Unique Identifier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MRIDNumbcr Submitter Status Note 

Sl!pplemental blformalion for '"Molecular Analysis of 
YicldGard~'Rootworm/Roundup Ready~ Corn Event Product 

885 1100 MON 88017" (MRID No. 461817-02) 4f>578)-01 Monsanlo Company OWN Chamctcri7.ation 

D. Kolwyck, B·P. Tonnu, Y. A. Dudin, T. PloesSer and 
K. Gustafson (200 I). Validated Method for Extraction 
and Direct ELISA AnalysisofCry)Bbl in Corn Grain. Product 

860 1340 Monsanto Ref. No. 99-640E-1. 453731-01 Monsanto Company OWN Charactcri7Aition 

Astwood. J. .D., R. E. Hileman, M. J McKee, T J. Rydel, 
J. W. Seale and L. Enslish (2001). Safety Assessment of 
Cry3Bbt Variams in Com Root worm Protected Com. Human Health 

N/A MSL-17225 454240-09 Monsanto Commmy OWN Assessment 

Hileman, R E.. J. N. Leach and J. D. Astwood (2001). 
Assessment of the in vitro Digestibility of 
Cry)Bb1.11098(Q349R) Prolcin in Simulated lnteslinal Human Health 

885 1100 Fluid. MSL-17530 455770-02 Monsanto Company OWN Assessment 

Holleshak, G, R. E. Hileman and J. D. Astwood (2001). 
Amended Repon for MSL-16597: lmmunodctcctability of 
Cry)Bbt.tl098 and Cry)Bbl.t 12)1 Proteins in the Grain 
of Insect Protected Com Events MON 863 and MON 85) Human Health 

885.1100 After Heat Treatment. MSL-17223 454240-07 Monsanto Company OWN Assessment 
Signature Name and Title Date 

See Page 1 for Signature J. Austin Bums, Ph.D. October 27, 201 I 
RegulatoryAffairs Manager 

-~·- ---- -· 
EPA Fof"ITl8570-35 (9~97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

Monsanto Company ll-CR-192E-2R Page 55 of 110 

61 



oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY I 
401 M Street, S.W. 

Washington, D.C. 20460 . 

Paperwork Reduction Act Notice: The public reporting burden for this collection ol information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activilies, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimale or any 
other aspect of this collection of information. including suggestions tor reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Proleclion Agency, 
401 M Street. S.W .. Washinglon. DC 20460. Do not send the form to this address. 

DATA MATRIX 
• 

Dale: October 27,2011 EPA Reg. No./File Symbol: 524-551 I Page 39 of66 . 

Applicant's/Registrant's Name & Address·. 
Monsanto Company, 800 N. LindbergJt Blvd., St. Louis, MO 63167 Prod1.11:t: MON 88017 

Ingredient B.t. Cry3Bb 1 protein and I he genetic ~ttaterial (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unique 1dentitier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MRIO Number Subminer 

Bechtel, C. L. ( 1999) Acute Oral Toxicity or B.r. 
885 3050 Protein 11231 in Mice. MSL-16216. 449043·05 Mo11santo Company 

Hileman, R. E., E. A Rice, R. E. Goodman and J. D. . 
Astwood (200 I). Bioinformatics Evaluation of tftc 
Cry3Bbl Protein Produced in MON 863 Utilizing 
Allergen. Toxin and Public Domain Protein Databases. 

885.1100 MSl.-17140 454240-08 Monsanto Company 

Bonnette, K. L. and P 0. Pyla (2001). All Acute Oral 
Toxicity Study in Mice with E. coli Produced 
Cry3Bbl. I 1098(Q349R) Protein. Amended Final Report 

8853050 MSI..-17382 455382·02 Monsanto Company 

Leach, J. N., R. E. Hileman and J. D. Astwood (200 I) 
Assessment of the in vin-e Digestibility ofCry3Bb I 
Protein Purified from MON 863 and Cry3Bhl Protein 

885.1100 Purified from E. coli. MSL-17292 455382-03 Monsanto Company 

Bl>ehtel, C. L. ( 1999) Acute Oral toxicity of B.r. Protein 
8853050 11098 in Mice. MS[.,..t6215 449043-06 Monsanto Company 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums. Ph.D. 

EPA Form-8570-35 (9-97) Electronic and Paper versions available. Submit only Paper vers•on. 
Regulatory Affairs Manag_er 

Monsanto Company 11-CR-192E-2R 

Status Note 

Human Health 
OWN Assessment 

Human Health 
OWN Assessment 

lluman Hcallh 
OWN Assessment 

HuntM Health 
OWN Assessment 

Human Heallh 
OWN Assessment 

Date 
October 27, 2011 

Agency Internal Use Copy 
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FoHn Approved OMB No. 2070·0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting bUlden for this collection of infotmallon is estimated lo average 0.25 hours per response for registration activities and 0.25 hours per 
response lor reregistration and specialteview activities, including lime for reading the instructions and completing lhe necessary fOlms. Send comments tegarding !he bUlden estimate or any 
other aspect of this collection of infonnation, including suggestions for reducing the burden to: DirectOl, OPPE tnfoHnation Management Division (2137), U.S. Environmental Protection Agency. 
401 M Street. S.W .• Washington. DC 20460. Do not send the foHn to this address. 

DATA MATRIX 

Date: Oe~ober 27,2011 EPA Reg. No./File Symbol: 524-551 I Page40 of66 
Applicant's/Rcgistrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 
lngrcdiem B. I. Cry3Bbl protein and the genetic material (vector ZMIR39) necessary lor its production in event MON 88017 com (OECD Unique 1dentil1er: MON-88017-3) 

Guideline Reference Number Guideline Study Name MRIDNumbcr Submilter 

Hileman, R. E. and J.D. Aslwood (1999). Bioinformatics 
Analysis of B.t Protein 11098 and B.r. Protein 11231. 
Sequences Utilizing Toxin and Public Domain Genetic 

88:Ut00 Databases. MSl-15870 449043·08 Monsamo Company 

Hilcman,R. E. and J.D. Astwood (1999). Bioinformatics 
Analysis of B.t. Protein 11098 and B.t Protein 11231 

885.1100 Sequences Utilizing an Allergen Database. MSL-15873 449043·09 Monsanto Company 

Leach, J. N, R. F... Hileman, J. W. Martin, R. S. Thollla, 
and J.D. Astwood (2001 ). Amended Report for MSL-
15704: Assessment of the In Vit1·a Digestibility of B.t. 
protein II 098 and B.l. 11231 Utilizir•g Mammalian 

885 1100 Digestive Fate Models MSL-17166 454240-06 Monsanto Company 

McKee, M. 1.(2001). Bluegill Dietary Toxicity Study for 
the Bacillus thuringiensis Cry3Bb I Protein Variant: A 

88$.4200 Waiver RequcSl. MSL-17383 455382·00 Monsanto Company 

Drouar, K. R. and H. 0. Krueger ( 1999): Bocillus 
th11ringiensis Protein 11098 in Com Pollen: 48-Hour 

885.4240 Static Renewal Acute Toxicity Test with the Cladoccran 
Series 72, Subdivision E (Daphnia rnagna). MSL-16163 449043-18 Monsamo Company 

Signature Name and Tttle 
See Page 1 for Signature J. Austin Bums, Ph.D. 

Regulatory Affairs Manager 
EPA Form 8570.35 (9-97) Electronic and Paper versions available. Submit only Paper vetsion. 
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Form Approved OMS No. 2070-0060 , 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting bt.rden for this colleclion of information is eslimated to average 0.25 hours per response for registra!ion aclivilies and 0.25 hours per 
response for reregistration and special review activities, including time for reading the insJructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information. including suggestions for reducing the burden to: Direclor, OPPE Information Managemenl Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington. DC 20460. Do not send the form to I his address. 

DATA MATRIX 

Date: October 27, 2011 EI'A Reg No./File Sxmbol: 524-55 I I Page 4! of66 
Appllcanfs!Registranfs Name & Address·. 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 

Ingredient B.t. Cry3 Bb 1 protein and the genetic material (vector ZMIR3 9) necessary for its product ion in event MON 880 t7 com (OEC D Unique ldcnti fier: MON-88017-3) 

Guiddine Reference Number Guideline Study Name MRIDNumbcr Submitter 

Results of acute toxicity tesL~ with Daphnia and cat fish 
did not produce any evidence of adverse effects. 
Estuarine and Marine animal studies are waived for this 
product because of the very !ow to no potential for 

885 4280 exposure to Cry3Bl>Iprotein from field corn. NIA Monsanto Company 

Te>:iera, D. (2005). Evaluation of Dietary Effects of a . 
Cry3Bll! Protein Variant on Minute Pimte Bugs {Ori11s 

885.4340 tnsidiosus). MSL-! 9697 464799-05 Monsanto Company 

Since the active ingredient in this product is an l~cct 
toxin (Bt endotoxin) that has never shown any toxicity to 
aquatic or terrestrial plants, these studies have been 
waived for this product. The Agency has determined 
there is no significant risk of gene capture and expression 

885.4300 of Crv3Bb I Drotein by wild or weedy relatives of corn. NIA Monsanto Compnnv 

Palmer, S. J. and H. 0. Krueger ( !999). Bacillus 

885.4340 

rhuringiensis Protein ! !231: Dietary Toxicity Study with 
th~: Ladybird Beetle (Hippodamia com•ergens). MSL-
16166 449043-!4 Monsanto Company 

Hox!er, K. A, S. J. Palmer and H. 0. Krueger ( 1999). 
Bacillus rlmringiensis Protein! !23t: An Acute Toxicity 
Study with Earthworm in an Artificial Soil Substrate. 

850.6200 MSL-!6!62 449043-!6 Monsanto Company 
Signature Name and Title 

See Page 1 for Signature J. Austin Bums, Ph.D. 
Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) Electronic aridPaper versions available. Submit only Paper version. 
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Form Approved OMB No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for regislration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send commenls regarding the burden estimate or any 
other aspect of this collection of informalion, including suggestions for reducing the burden to: Director. OPPE lnformalion Management Division (2137). U.S. Environmenlal Protection Agency. 
40 f M Street. S.W .. Washinqton. DC 20460. Do not send the fonn to this address. 

DATA MATRIX 

Date-. October27, 2011 EPA l~eg. No/File Symbol·. 524-551 I Page42 of66 
Applicanrs/Rcgistrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 

Ingredient B.t. Cry3Bb 1 protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 corn {OECD Unique Identifier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter 

Teixeira, D. ( 1999). Assessment of Chronic Toxicity of 
Com Tissue Containing the Bacilllts rhltringiensis Protein 

885.4340 I 1098 to Collembola_(Folsomio candida). MSL-1 5988 449043-17 Monsanto Company 

Palmer, S. J. and 1-t. 0. Krueger ( 1999). Bacillus 
r/t uringiensls Protein 1123 I: A Dietary Study with Green 

8854340 Lacewing Larvae { ChrysoJm·la cornea). MSL-16!65 449043-12 Monsanlo Company 

Palmer, S. J. and H. 0. Kn1cgcr ( 1999). Bacillus 
rhuringtensis Protein 11231: A Dietary Study wilh the 
Parasitic Hyntenoptera (Nasonia v;rr;pennis). MSL-

885.4340 16167 449043-13 Monsanto Company 

Dubelman, S , M. Bhatti, B. Ayden, J Murphy, S. L<:vinc 
and C. Jiang (2005). Environmental Fate ofCry3Bbl 
Protein in Corn Fields Planted with MON 863. MSL-

885.5200 19285 465103-01 Monsanto Company 

Duan, J. J, G. Head, M. McKee and T E. Nickson 
(2001). Dietary Effects of Transgenic Bacillus 
rhm1ngiensts (Bt) Corn Pollen Expressing a Variant <tf 
Cry3Bbt l>rotein on Ad\1lts ofthc Ladybird Beetle, 

885.4340 Coleomegilla macnlara MSL-16936 453613-01 Monsanlo Company 
Signature Name and Title 

See Page 1 for Signature J. Austin Burns, Ph.D. 

EPA Fonn 857<f-35 {9-97) Electronic and Paper versions available. Submit only Paper version. 
Regulatory Affairs Manager 

Monsanto Company 11-CR-192E-2R 
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Form Approved OMB No. 2070-0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information. including suggestions for reducing !he burden to: Director, OPPE lnfonnation Management Division {2137). U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date. October 27,2011 EPA Reg. No./Pile Symbol·. 524-551 l Page43 of66 
Applicant's/Registranrs Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product MON 88017 

Ingredient B. f. Cry3Bb l protein and the genetic material (vector ZMfR39) necessary for its production in event MON 88017 com {OECD Unique identifier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MRJDNumbcr Submilter 

Bryan, R. L., J. R Porch and H. 0. Krueger {2001 ). 
Dietary Effects of Transgenic BT Corn Pollen Expressing 
a Variant of Cry3Bb I Protein on tile Ladybird Beetle, 

8&5.4340 HipPQdamio ~'OIII'eJ'g!ns. MSL-17171 453613·02 Monsanto Company 

Bhatti,M. A.,C. L. Pilcher, M.J. McKee, T. E. Nickson, 
G. P Head and C D. Pilcher (200 I). Field Evaluation for 
the Ecological Impact of Corn Rootworm Insect-Protected 

t54·3500 Com on Non-Target Organisms. MSf.....l7179 455382-06 Monsanto Company 

Ouan, J. J., M. J. McKee and T. E. Nickson (2001) 
Dietary Effects of Transgenic Bacillus tlwringlcnsrs (Bt} 
Corn Pollen Expressing a Variant of Cry3Bb I Protein on 
Larvae oft he Ladybird Beetle. Co/eomegil/a ntacu/ara. 

885.4340 MSL-16907 455382-04 Monsanto Company 

Scars, M. and M. Mattila (2002). Determination of the 
Toxicity of Com Pollen Expressing a CI)'3Bbt Varian! 

8854340 
Protein to First lnstar Monarch Butterfly Larvae (Domrs 

_p/cxippvs) via Laboratory Bioassay. MSL-17235 455382-05 Monsanto Company 

Head, G .• M Plcau, S. SivausupramMian and T Vaughn 

NIA 
{2001 ). Insecticidal Spectrum of Activity fru Cry3Bb 
Protein in vilro. C3NTO 455382-07 Monsanto Comr)anv 

Signature Name and Title 
See Page t for Signature J. Austin Bums, Ph.D. 

Regulatory Affairs Manager 
EPA Form 8570.35 {9-97) Electronic and Paper versions available. Submit only Paper version. 
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Fonn Approved OMB No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0. 25 hours per 
response for reregislration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of I his collection ofinformalion. including suggestions for reducing the burden to: Director, OPPE lnfonnalion Management Division (2137), U.S. Environmenlal Protection Agency. 
401 M Street, S.W .. Washington. DC 20460. Do nol send the fonn to this address. 

DATA MATRIX 

Date: October 27,2011 EPA Reg No./FiteSymhol: 524-551 l Page44 of66 
Applicant's/Rcgistrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product MON 88017 
Ingredient B. t. Cry3Bbl protein and the genetic material (vector ZMIR39) necessary for its production in cveltl MON 88017 com (OECD Unique Identifier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MRIDNumbcr Submitter 

Duan, J. J., M. J. McKee, G. Head and C. R. Drown 
(2002). Endangered Species Impact Assessment for 

NIA Cry3Bbl Protein in Transocnic MDN 863. MSL-17614 455770·03 Monsanto Company 

Head, G. (2002}. Research on the Effects of Com 
Rootworm Protected Transgenic Cont Events on 

1$4-2300 
Nontarget Organisms: Preliminary Results. Monsanto 
Reference No. OO-CR·032E-7 456530-03 Monsanto Company 

Bhatti, M.A., J. D. Duan. C. L Pilcher, M. J. McKee, 
T. E. Nickson, G. I' Head and C. Jiang (2002}. 
Ecological Assessment of Nontarget Organisms in the 
Plots of Corn Root'I'I'Urm Insect Pr01cctcd Com Hybrid 
Containing MDN 863 Event: 2000- 2001 Field Trials. 

154-3500 Report MSL-17531 457916-01 Monsanto Company 

Sindcrmann, A. B., J. R. Porch and H. D. Krueger 
(2002). Evaluation of a Cry3Bbl Protein Variant in an 
Acute Toxicity Study with the Earthwonn in an Artificial 

8506200 Soil Substrate. MSL-18137 457571-01 Monsamo Co111panv 

Gallagher, S. P., J. Grimes and J. B. Bcavers(l999). 
Baciti11S thuringiensis Protein 1123 I in Corn Grain: A 
Dietary Toxicity Study with the Northern Bobwhite. 

885.40$0 MSL-16161 449043-15 Monsanto Company 
Signature Name and Title 

See Page 1 for Signature J. Austin Bunts, Ph.D. 

EPA Fonn 857D-35 (9·97) Electronic and Paper versions avaitabte: Submit only Paper version. 
Regulatory Affaits Manager 

Monsanto Company ll·CR-192E-2R 
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Fom1 Approved OMB No. 2070·0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
PaperVIork Reduction Act Notice: The public reporting burden for this collection of infoffilalion is estimated lo average 0.25 hours per response for regislration activilies and 0.25 hours per 
response for reregistralion and special review activities, including lime for reading the ins! ructions and completing the necessary forms. Send comments regarding the burden eslimale or any 
other aspect of lhis collection of information, including suggeslions for reducing the burden to: Direclor, OPPE lnfom1alion Managemenl Division (2137), U.S. Environmenlal Proleclion Agency, 
401 M Streel, s.w .. Washinglon. DC 20460. Do not send I he form to this address. 

DATA MATRIX 

Date. Oclober 27,2011 EPA Reg. NolFilcSymbol: 524-551 I Pa~ 45 of66 
Applicant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 
Ingredient B./. Cry3Bb l protein and the genetic mal erial (veclor ZMIR39) necessary for ils produclion in event MON 88017 com (OECD Unique ldenlificr: MON·88017·3) 

Guideline Reference Number Guideline Study Name MRID Number Submitter 

Maggi, V. L. (1999). Evaluationofthc Dietary Effect(s) 
of Purified Bacillus rh11rtugiensis Protein I 1231 on Adult 

885.4380 Honcv Bees (A pis utel/if!ra L. ). MSL ·I 6169 449043- II Monsanto Cnmpany 

Martin, J. W., M. J. McKee, S. Dubelman andY A. 
Dudin {2000). Aerobic Soil Degradation oflhe B.r. 
Protein I I 098 as a Component ofinsect Protected Cnm. 

885.5200 MSL-16440 451568-04 Monsanto Company 

Dubc!m.an, S., B. Ayden, M. Mueth, J. A. Warren, C. 
Jiang, J. Bookout and Y Dudin (2002). Aerobic Soil 
Degradation of the Bac/IJu.r rhltrtngiensis Cry3Bbl 
Vat iant Protein Produced in Corn Rootworm Protected 

885.5200 MON 863. MSL-17102 457571·02 Monsanto Company 

George, B. (200 I). Comparison of Broiler Jlcrformance 
When Fed Diets Containing Events MON 863. Parental 

885.4050 Line or Commercial Corn. MSL-1 7243 459415-01 Monsanto Company 

Maggi, V.L. (1999). Evaluation of the Dietary Effeclsof 

885.4380 
Purilied Bact/Ius rhutingietlsts Protein I 1231 on Honey 
Bee Larvae. MSJ....-16168 449043-10 M OllSa nto C on'l)any 

Dubelman, S., B. Ayden, J. Colyer, B Ledesma. S. 
Levine. F. Lloyd, G. Mueller, J. Warren & C. Jiang 
{2007) Environmental Fate of the Cry3Bb I and Cry lAb 
Proteins in Com Fields Planted with MON 863 x MON 

885.5200 810 for Three Consecutive Years MSL-20589 472829-02 Monsanto Company 
Signature Name and Title 

See Page 1 for Signature J. Austin Bums, Ph.D. 
Regulatory Affait's Manager 

EPA Fom1 8570..35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company II-CR-192E-2R 

Status Note 

Envit onmcntal 
OWN Assessment 

Environmental 
OWN Assessment 

Environmental 
OWN Assessment 

Environmental 
OWN Assessment 

Environmental 
OWN A ssessmcnt 

environmental 
OWN Assessment 

Date 
October 27, 20 II 

Agency Internal Use Copy 

Page 62 of 110 

68 

• 



&EPA 
Form Approved OMB No. 2070-0060 I 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The pubf•c reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review aclivDies, including time for reading the instructions and completing the necessary forms. Send comments regarding !he burden estimate or any 
other aspect of this collection of information. inCluding suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington. DC 20460. Do not send the torm to this address. 

DATA MATRIX 

Date: October 27,201 I EPA Reg. NoJFileSynlbol: 524*55 I t Page 46 ol' 66 
Applicant's/Registrant's Name &. Address: 
Monsanto CoJl!~any. 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 

Ingredient B.t. Cry3Bb I protein and the genetic material (vector ZMIR39) neces~ary for its producliolt i1t eve1t1 MON 88017 com (OECD Unique Identifier: MON-88017-3) i 

Guideline Reference Number Guideline Study Name MRIDNumbcr Submitter Status Note 

Duan, J., M. Bhatti, C. Brown, G Head, C. Jiang, C. 
Pilcher, C. Pilcher, D. Carson & T. Nickson (2007) Two 
Year Field Assessment of the Effect of Combined Trail Bt Environmental I 

154·3500 ComMon 863 x MON 810. MSL-!9696 472829-01 Monsanto Company OWN Assessment i 
Duan J. J., C. Jiang, MJ. McKee, MA Nemeth, D. 

I Ward, G. t-lcad,S. Levine, M. Bhatti and M. Paradise 
(2004). Statistical Power Analysis of a Two-Year Field 
Study Evalualing the Ecological Effect of Corn Event Environmental 

154-3500 MON 863. MSL-19246 462627-03 Monsanto Company OWN Assessment 
Duan J. J., C. Jiang, C. Brown, M. Bhatti, M. Nemeth, T 
Nickson and D. Ward (2004). Supplemental Statislical 
Analysis of Data from a Two-Y car Field Census Study Environmental 

154-3500 with Corn Event MON 863. MSL-19329 463942-02 Monsanlo Company OWN Assessment 

Dubclman S., M. Bhatli and B. Ayden (2004). Interim 
Repon: Assessment of the Environmental Fate of the 
Cry3Bb I Protein in Corn Fields Planted wilh MON 863 Environmental 

885.5200 MSL-1893! 462001-01 Monsanto Company OWN Assessment 

Duan J. and M. Paradise (2005). Evaluation of Dietary 
Effects ofCry3Bbl Protein on the Ground Beetle Environmental 

885.4340 Poecrltrs dtoJcires (Colccoptera:Carabidae). MSL-19631 464799-04 Monsanto Company OWN Assessment 

Head, G. (2004). Rcsearclt on the Effects of Com 

154-3500 
Root\vorm Protected Transgenic Corn (.In Non· Target 
Organisms: Publications & Manuscrip~s. 462627..02 

Environmental 
Monsanto Company OWN Assessment 

Signature Name and Title Date 
See Page l for Signature J. Austin Bums, Ph.D. October 27,2011 

Regulatory Affairs Manager 
EPA Form 8570·35 (g.g7) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Fonn Approved OMB No. 2070-0060 I 

401 M Street, S.W. 
Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions tor reducing the burden to: Director, OPPE lnfonnation Management Division (2137}, U.S. Environmental Protection Agency, 
40! M Street, S.W .. Washington, DC 20460. Do not send the fonn to this address. 

DATA MATRIX 

Date: October 27, 2011 EPA Reg. No./File Symbol: 524~551 I Page 47 of66 
Applicant's!Registrant's Name & Address·. 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 

Ingredient B.t. Cry3Bb 1 protein and the gcltetic material (vector ZMIR39) necessary for its production in event MON 880t7 corn (OECD Unique Identifier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MRtDNumber Submitter 

Mammalian wildlife exposure tu Cry3Bbl protein is 
considered likely; however, the Cry3Bbt toxicity data for 
Human Health Assessment indicate that there is no 
significant toxicity to rodents form testing at the 
maximum hazard dose. Therefore no hazard to 

885.4150 mammalian wildlife is anticipated. N/A Monsanto Company 

Li, M. H. and E. H. Robinson (1999). Evaluation of 
Insect Protected Corn Lines MON 853 and MON 859 as a 

885.4200 Feed Ingredient for Catfish MSL-16164 449043-19 Monsanto Companv 

Duan, J. J., G. Head, M. J. McKee and D. P. \Vard.(2003}. 
Data Waiver Request: Toxicity of B.t. Cry3Bbl Protein 

885.4340 in the Red Milkweed Beetlc_(_Terraapt>s ~· }. MSI-18741 N/A Monsanto Company 

Pilcher, C. D. (2001). Efficacy of MDN 863 Against 
Corn Rootwom1 and Comparison to tnsecticidc 
Treatments- Rc.~ults of Year 2000 Field Trials. 

N/A Monsanto Ref. No. OO-CR-032E-3 4536t3..{)3 Monsanto Conmany 

Mitchell, I' D. (2002). Yield Bt:~lefit ofMON 863 
NIA MSL-17782 456530-02 Monsanto Company 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

Regulatory Affairs Manager 
EPA Fonn 8570-35 (9-97}Eiectronicand Paper versions available. Submit only Paper version. 

Monsanto Company ll~CR-192E~2R 
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Form Approved OMB No. 2070-0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registralion aclivities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any 
olher aspect of this collection of information. including suggestions for reducing the burden to: Director, OPPE lnformalion Management Division (2137), U.S. Environmental Protection Agency, 
40 t M Street. S.W .. Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date-. October27,2011 EPA Reg. No./File Symbol: 524-551 I Page 48 ur 66 
Appticant's/Registr~nt's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 
Ingredient B.t. Cry3Bb I protein and the genetic material (vector ZMIR39) necessary for its productiou in event MON 88017 com (OECD Unique Identifier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MR!DNumber Submitter 
Ward, D. P. (2002). Public IntereSl Assessment 
Supporting Registration of Bacillus rhuringiensis 
Cry3Bbl Protein and the Genetic Material (Vector 
ZMIR.I3L) Necessa1y for its Production in MON 863. 

NIA MSL-17766 456530-0t Monsanto Company 

Miller, D. (2000). Public Interest Docunient Supporting 
the Registration and Exemption from the Requirement of 
a Tolerance for the Plant-Incorporated Jlrotcctant. 
Bacillus rluwingiensis Cry3Bb P1otein, at}d the Genetic 
Material Necessary for its Production in Corn (Vectors 
ZMIRt2L, ZMIRI3L and ZMIR t4L}. Monsanto Ref 

N/A No. 99-78!E 450297-01 Monsanto Company 

AlstOn,/. M., J. Hyde and M. C. MaiTll (2002}. An Ex 
Ante Analysis of the Benefits from the Adoption of 
Monsanto's Corn Rootworm Resistant Varietal 

NIA Technolol1:V- YieldGard·e> Root worm. MSL-17993 456923-01 Monsanto Companv 

Vaughn, T. T., M Pleau, R. Knutson and T. Coombe 
(200 t }. Comparing the Efficacy of MON 85 3 and MON 
863 tO Three Com Rootwo1m Species, Nonhern Co1n 
Rootw01m (Diabrorica barbe1'i), Southern Com 
Rootworm (D. undecimp11ncrara holl•ardi}, and Western 

NIA Com Rootwonu (D vif'1?.i(et·a virgifera). MTC RPT4 455382-08 Monsanto Company 

Vaughn, T., D. Ward, J. Pershing, G. Head and J. 
McFerson (200!} An Interim Insect Resistance 

NIA 
Management Plan for MON 863; A Transgenic Corn 
Rootworm Control Product. MSL-t 7556 455770-0t MonsantoCom;>anv 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

Regulatory Affairs Manager 
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Fonn Approved OMB No. 2070-0060 I 

401 M Street, S.W. 
Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for regislration activities and 0.25 hours per 
response for reregistration and special review activities. including time for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of infonnation. including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 
401 M Street. S.W .• Washington. DC 20460. Do not send the fonn to !his address. 

DATA MATRIX 

Date: October 27, 2011 EPA Reg. No/File Symbol: 524-55 I J Page 49 of 66 
Applicant'.s/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 

Ingredient B.t. Cry3Bb I protein and tltc genetic material (vector ZMIR39) ne<:essary for ils productiott in event MON 88017 com (OECD Unique Identifier: MON-88017-3) 

Guideline Rctcrcnce Number Guideline Study Name MRII) Nu111bcr Submitter 

Vaughn, T. (2004). Progress Repon on Insect Resistance 
N/A Management for Com Event MON 863. 461865-01 Monsanto Company 

Vauglm. T. (200 1}. Preliminary Results of Research on 
Insect Resistance Management for a Transgenic Corn 

NIA R.ootworrn Control l>roduct. 453484-01 Monsanto Company 

Head, G. and K. Reding. (2006). Corn rootwonn Insect 
Resistance Management Research (fourteen journal 

NIA publications} 467424-01 Monsanto Company 

Davis. P., G. Head, J McFerson ct. al. (2000} Insect 
Resistance Management for a Transgenic Com Rootwonn 

N/A Control Product. 451568-05 Monsanto Company 

Vauglu1, T. (2003). Estimaling Cry3Bbl Resistance 
Allele Frequencies in Corn Rootworm Larvae Feeding on 

NIA MON 863. Monsanto Ref No. 03.CR-097E-4 459438-01 Monsanto Company 
Signature Name and Title 

See Page 1 for Signature J. Austin Bums, Ph.D. 

--- -- ~eg_ulatory Affairs Manager 
EPA Fonn 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company ll-CR-192E-2R 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and compleling the necessary forms. Send comments regarding the burden estimate or any 
other aspect of I his collection of information, including suggestions for reducing the burden to: Director, OPPE lnformalion Management Division (2137). U.S. Environmental Protection Agency, 
40 f M Street. S.W .. Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: October 27,2011 EPA Reg. No/File Symbcl: 524-551 I Page SO of66 
Applicant's/Regi>1rant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 
Ingredient B.t. Cry3Bb1 protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 corn (OECD Unique Identifier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MRID Number Submitter 

T. Vaughn (2005). Second Progress l~eport on Insect 
Resistance Management for Com Event MON 863. 

NIA REVISED N/A Monsanto Company 

Letter submitted May 23, 2003 to EPA with .12 resemch 
protocols on the biology and ecology ot tt~e corn . 

N/A rootwonn pest comj)lex. N/A Monsanto Company 

Vaughn, T. (2004). 2004 Progress Report for the Corn 
N/A Event MON 863 Resistance MonitoringProgram. 462627-01 Monsanto Company 

Administrative Materials in Support of the Registration of 
Bacilfrrs thuringiensis Cry3Bb Protein and the Genetic 
Material (Ve<:tor ZMIR 13L) Necessary for its Production 
in Corn; and Amendment of the Previous Request for 
Exemption from the Requirement of a Tolerance, 

N/A PP7F4888 451568-00 Monsanto Com_pany 

Pilacinski, W. P. and M. W. Tayl01 (1999). 
Administrative Materials in Support of the Registration of 
the Plant-Expressed Protectant BaciV11s thnringiensts 
Corn Rootwonu Control Protein, as Produced in the Com 
(Zea mays, L.), and the Amendment to the Previous 

NIA 
Request for Exemption from the Rcquire1nent of a 
Tolerance, PP7F4888 449043-00 Monsanto Company 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 
Regulatory Affairs Manager 

Monsanto Company 11-CR-192E~2R 
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OWN IRM 

OWN IRM 

OWN IR.M 

Tolerance 
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Tolerance 
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Date 
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Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Wash ington, D.C. 20460 
Paperwork Reduction Act Notice: The pubic reporting burden for this collection or information is estimated to average 0.25 hours per response for regislralion activities and 0.25 hours per 
response for reregistration and special review activities. inducting time for reading lhe Instructions and completing the necessaty forms. Send corm1enls regarding I he burden estimate or any 
other aspect or this collection or information, indudlng suggestions ror reducing I he burden to: Direclor, OPPE lnfonnallon Management Division (2137). u.s. Environmental Protection Agency, 
401 M Street. S.W .. Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date-. October 27, 20 II EPA Reg. NoJFile Symbol: 524-551 ll'age 51 of66 

Applican~s/Registr.m~s Name & Address: 
Monsanto Co~any, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON88017 

ingredient B. I . Cry3Bbl protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unique Identifier: MON-88017-3) 

Guideline Reference Number Guide) inc Study Name MRIDNumber Submitter Status Note 

Petition for Exemption from the R.:quirement of a ! 
Tolerance for Jlac/ffltS rhwtngiensls Cryl, Cry2, and Cry3 
Classes of l'roteins and the Genetic Material Nccc:~sary 
for the Production of These Proteins ln or On All Raw 
Agricultural Commodities When used as· P lant-Pc~ticide Tolerance 

NfA Active Ingredients. PP 7F4888 Monsatuo Company OWN E~emption 

McCoy, R. Land A. Sivanovich(2003). Bioinformatics 
Analysis of the CP4 EPSPS Protein Utilizing the AD4, 

! 885. 1100 TOXINS and ALLPE;PTIOES Databases. MSLI8752 466361-0 I Monsantn Company OWN lnen lngrcd tcnt 

McCoy, R.L and A Sivanovich (2005). Updated 
I Bioinformatics Evaluation of the CP4 EPSPS Protein 

885.1100 Utilizing I he ADS Database MSLI9894 466361-02 Monsanlo Con-q>any OWN tncn Ingredient 

Monsanlo Company (1995) Submission of Toxicology 
Data in Suppon of :t Tolerance Petition for CP4 EPSPS as 

885.3050 a Plant Pesticide F!l(mulatton lncrt Ingredient 
tncn ln~edient I Transmittal of I Study. 436919-00 Monsanto Company OWN 

Harrison. L , M. Bailey, D. Ntda, M. Taylor, L, Holden 
and S. Padgette ( 1993). Preparation and Confirmation of 

885.3050 
Doses for an Acute Mouse Feeding Study With CP4 
EPSPS. Lab Project Numbers: 92-01-30-12: 92-419-719 

Signature 

Sec Page 1 fo r Signatu re 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper vers ion. 

Monsanto Company 

436919-0t Monsanto Company 

Name and Title 
J. Austin Burns, Ph.D. 
Regulatory Affairs Manager 

11-CR-192E-2R 

OWN lncn Ingredient 
Date 
October 2 7, 2 01 1 
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Form Approved OMS No. 2070·0060 

UNITED STATES ENVIRONMENTAl PROTECTION AGENCY 
401 M Street, S.W. 

I Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of informalion is estimated to average 0.25 hours per response for registration aclivilies and 0.25 hours per ! 

response for reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing lhe burden to: Director, OPPE Information Management Division (2t37), U.S. Environmental Protection Agency. 
40t M Street S.W., Washington. DC 20460. Do not send lhe form to this address. 

DATA MATRIX j 

Date·. October 27, 20 I t EPA Reg. NoJFilcSymhol: 524-551 ! Page S2 of66 I 
Applicant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 

Ingredient B.t. Cry3Bb I protein and !he genetic material (vector ZMtR39) necessary for its productiou in eveut MON 88017 com (OECD Unique Identifier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MRID Number Submitter 

Padgettc. S . G Barry, D. Re, D. Eichholtz, M. Weldon. 
K. Kolacz and G. Kishore ( 1993) Purification, Cloning, 
and Characterization of a Highly G!yphosatc·Tolcmnt S· 
enolpymvylshikimate-3-phosphate Synthase from 

885.1100 A~robacrerimn sp. Strain CP4. MSL·l2738 438076·01 Monsanto Company 

Bi$hop, B. (1993). t>roduction ofCP4 EPSP in a 100 
Liter Recombinant J::scherichio colt Fcnnentation. MSL· 

885.1! 00 12389 438076-02 Monsanto Company 

Heeren, R., S. Padgette and M. Gustafson (!993). The 
Purification of Recombinant Escherichia coif CP4 5· 
cnolypyruvylshikimatc-3-phosphatc synthase for 

885.1!00 Equivalence Studies. MSL-!2574 438076·03 Monsanto Company 

Monsanto Company ( 1995). Submission of Product 
Chemistry, Toxicology and Pesticide Fate in Animals 
Data in Suppon of the Exemption lor the Requirement of 
a Petition for Tolerance for CP4 EPSPS. Transmittal of 4 

N/A studies. 436433-00 Monsanto Company 

Harrison, L., M. Bailey, R. uimg!Uber, C. Smith, D. 
Nida, M. Taylor, M. Gustafson, B. Heeren and S. 
t'adgctte ( 1993 ). Characterization of Microbially-

885.1100 
Expressed Protein: CP4 EPSPS lab Project Number: 
92/01/30/14: t2901 436433-0! Monsanto Company 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

Regulatory Affairs Manager 
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company II-CR-192E·2R 

Status Note 
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OWN Inert Ingredient 
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Date 
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oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. including lime for reading the inslructions and compleling the necessary fonns. Send commenls regarding lhe burden eslimale or any 
other aspect of this collection of information. including suggestions for reducing the burden to: Director. OPPE Information Management Division (2t37), U.S. Environmental Protection Agency, 
40t M Street. S.W., Washinglon, DC 20460. Do not send the form lo lhis address. 

DATA MATRIX 

Date: Oclober 27, 2011 EPA Reg. No./file Symbol: 524-551 I Page 53 of 66 
Applicant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 

Ingredient B. I. Cry3Bb 1 protein and the genetic malerial (vector ZMIR39) necessary for its production itt event MON 880l 7 corn (OECD Unique ldenlifier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MRID Nutnber Submiller 

Lee, T., M. Bailey, C. Smith, J. Zcng, E. Elswick and P 
Sanders (1995). Assessment of the Equivalence of CP4 
EPSPS Protein Produced in Escherichia coli and 
European Com Borer Resistant Corn. Lab Project 

885.1100 Number: 94-01-39-10: MSL-13920 436433-02 Monsanto Company 

Naylor, l\·1. (1993) Acute Oral Toxicity SntdyofCP4 
885.3050 EPSPS in Albino Mice. Lab Proiect Number: 92223 436433-{)3 Monsanto Conm<my 

Ream, J., M. Bailey, J. teach and S. l'adgelle (1993). 
Assessment of the in vitro Digestive Fate of CP4 EPSPS 

885.1100 Synthase. Lab Project Number: 92-01-30-15: 12949 436433-{)4 Monsanto Company 

Revisions and Clarification to the Terms & Conditions of 
Registration for Com Event MON 863 and YieldGard"' 
Plus Corn; Progress Repor1 on Multiple IRM-RclawJ 
Activities tbr MON 863; and Response to EPA Letter 

N/A Dated August 13,2004. Submitted 71712005. N/A Monsanto Company 

Siegfried, B. and T. Spencer (2005). Susceptibility of 
Neonate Rootworm Larvae to theCry3Bbl Toxin from 
Bacillus rhlll'inginesis. This rcpor1 satisfies the Insect 

NIA Monitoring Terms & Conditions. 467259-01 Mon$anto Company 
Signature Name and Title 

See Page l for Signature I. Auslitt Bums, Ph.D. 

-- ~ Re_g~ulatory Affairs Manager 
EPA Form 8570-35 (g.g7) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company ll-CR-192E-2R 

Status Note 

OWN Inert Ingredient 

OWN Inert lnoredicnt 

OWN 1ucr1 Ingredient 

Terms& 
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Date 
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Form Approved OMB No. 2070-0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Not! co: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, induding suggestions for reducing the burden to: Director, OPPE Information Management Division {2137). U.S. Environmental Protection Agency. 
401 M Street. S.W .. Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date:-. October 27, 20 II EPA Reg. NoJFile Symbol: 68467·5 !_ Pag.c 54 of 66 
Applicant's/Rcgistran~s Name & Addres~: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection 
Ingredient B.t. Cry34Abl and Cry35Abl [nsecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHPI7662) in com {OECD Idelltifier: DAS-
59122-7) 

Guideline Reference Number Guideline Study Name MRID Nutnber Submitter 

Producl characterization data for Bacillus th11ringtertsis 
PS l49B l 13.6 kDa and 438 kDa insecticidal crystal 
proteins expressed in transgenic maize j)!ants 45242201 68467 

Equivalency of microbial and maize-expressed PS l49B l 
proteins 45242203 68467 

Microbial PS t49B l Binary Deha-Endoloxin: Maize-
Insect-Pest Susceplibility Study 45242204 68467 

Compari~on oft he Amino Acid Sequence of the Bacillus 
rhllri11gicnsts Strain I'SI49B l 13.6 kDa and 43.8 kDa 
Insecticidal Crystal Proteins to Known Protein Aller~cns 45242205 68467 

Charactcrizalion of Pseudomonas produced and 
transgenic maize expressed phosphinothriciu 
acetyltransfcrase {P AJ)_p_rolein 45242206 68467 

PS 149Bt 14 KDA Protein Acute Oral Toxicity Sl\tdy in 
CD-I Mice 45242207 68467 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums. Ph.D. 

EPA Form 8570..35 (9·97) Electronic and Paper versions available. Submit only Paper version. 
Regulatory Affairs _Mana_&cr ____ 

Monsanto Company II·CR-192E-2R 

StalUs Nole 

PER 

PER 

PER 

l'ER 

PER 
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Date 
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Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for !his collection of information is eslimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. including time for reading the instructions and completing lhe necessary forms. Send commenls regarding the burden estimate or any 
other aspect of this collection of information. including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 
401 M Street. S.W .. WashinQton. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date·. October 27,201 I EPA Reg. No./File Symbol: 68467-5 l Pa_g.e 55 of66 
Applicant's/Rcgistrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection 
Ingredient B.t. Cry34Abl and Cry35Abl Insecticidal Crystal protein and the genclic material necessary for its production (plasmid insert PHP 17662} in com (OECD Identifier: DAS-
59122-7) 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter Status Note 

PS 149BI 44 KDA Protein: Acute Oral Toxicity Study in 
CD-I Mice 45242208 68467 PER 

' 

PS 149Bt 14 KDA and 44 KDA Proteins: Acute Oral 
Toxicity study in CD-I Mice . 45242209 68467 PER 

PS 149BI Binary Insecticidal Crystal Protein: A Dietary 
Toxicity Study with the Ladybird Beetle 45242210 68467 l1ER ' 

The Tri-Trophic Interaction Between PS 149B I I Transformed Maize, Corn Leaf Aphid and Ladybird 
Beetle 45242211 68467 PER 

In Vitro Dil!estibilityofPSI49BI Proteins 45242212 68467 PER 

Quantitative ELISA analysis of PS 149B I protein 
expression levels in hybrid and inbred lines of maize 

I 

event TC5639 (interim report) 45242213 68467 PER 
Signature Name and Title Date 

See Page 1 for Signature J. Austin Bums, Ph.D. Oc1ober 27, 2011 
Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for regisltation activities and 0.25 hours per 
response for reregistration and special review activities. including lime for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this coneclion of information. inCluding suggestions for reducing the burden to: Director, OPPE lnfonnation Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W .. Washif!gton, DC 20460. Do not send the fonn to !his address. 

DATA MATRIX 

Date: Oetober 27, 20 II EPA Reg. No./File Symbol: 68467-5 I Paoc 56 of 66 
Applicant's/Registranl's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection i 

Ingredient B.t. Cry34Ab I and Cry35Ab I Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP 17662) in com (OECD Identifier: DAS· 
59122-7} 

Guideline Reference Number Guideline Studv Name MRIDNumbcr Submitter Sial US Note 

Degradation of Microbial Binary PS 149B I Della-
Endotoxin in a Representative Soil from the Mid-Western 
USA Maizc-Growinl! Region 45242214 68467 PER 

Product durability plan for transgenic maize expressing 
insecticidal crystal protein from Bacillus thun'ngiensis · 
s1min PS149B I during the experimental use period 45242215 68467 PER i 

Field efficacy of PS 149B I maize evenls agains1 com l rootworms 45242216 68467 PER 

Microbial PS 149B I Binary Insecticidal Crystal Protein, 
Pollen Expressing PS 14981 Binary lnscclieidal Crystal ' 
Protein, and Individual PS 149B I 14kDa and 441::Da I lnsec1icidal C!;vslal Proteins 45340701 68467 PE-R 

lltcnnolabi lity of PS 149B I Binary Della-Endotoxin 45358401 6&467 PER 

i 
PSI49Bibinary insecticidal crystal prolein: Acute loxicity 
Sllldy to the earthworm in an artificial substrate 45360201 68467 PER 

Signature Name and Title Date 
Sec Page 1 for Signature J. Austin Bums, Ph.D. October 27, 20 I I 

EPA Fonn 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 
Regulatory Affairs Manager 

Agency Internal Use Copy 

Monsanto Company II-CR·I92E-2R Page 73 of 110 

79 



oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

i 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for !his collection of information is estimaled to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistralion and special review activities. including time for reading the inslruclions and completing the necessary forms. Send commenls regarding the burden eslimale or any 
other aspect of this collection of infonnation, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2 t37), U.S. Environmental Proleclion Agency, 
40 t M Street. S.W .. WashinQlon. DC 20460. Do not send lhe fonn to this address. 

' 

DATA MATRIX 

Date·. October 27,2011 EPA Reg. No.lfileSyrubol: 68467-S I Pag,e 57 of 66 
Applicam's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product Herculex® RW Insect Protection 
Ingredient /J.t. Cry34Abl and Cry35Abl Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP 17662) in com (OECD Identifier: DAS-
59122-7) 

Guideline Reference Number Guideline Study Name MRIDNumbcr Submitter Status Note 

Lateral flow test kit mclhod validation for lhc detection of 
lhe PS 149B l 14 kDa and 44 kDa protein in maize groin 45383401 68467 PER 

Heat labilily of individual p1oteins of the PS l49BI binary 
lCP 45584501 68467 PER 

In Vitro Simulated Gastric Fluid Digestibility Study of 
Microbially Derived Crv34Abt Protein 45584502 68467 PER 

Cluvactcrization of Cry34Ab l and Cry35Ab l from 
Recombinant l'seudomonas fluorescens and Transgenic 
Maize 45790401 68467 PER 

Characterization of DNA Inserted into Transgenic Com 
Events (Cry34Ab l ~nd Cry35Ab l) 45790402 68467 PER 

PS149BI Binary Insecticidal Crystal Protein: An8-Day 
Dietary Study with the R..'linbowTroul, Oncodrynchus 
mvkrss, Walbaum 45790403 68467 PER 

PS 149Bl Binary Insecticidal Crystal Protein: An Acute 
Toxicity Study with the Danhnid, Daohnia magna Straus 45790404 68467 PER 

Signature Name and Title Date 
See Page I for Signature J. Austin Bums, Ph.D. Octobcr27, 2011 

EPA Form 8571>-35 {9-97) Electronic and Paper versions available. Submit only Paper version. 
Regulatory Affhirs Manag_er 

Agency Internal Use Copy 
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Form Approved OMB No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washif!_g_ton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per 
response for reregistration and special reView activitles, including time for reading the insltuctions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing !he burden to: Direclor, OPPE In/ormation Management Division (2137}. U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: October 27,2011 EPA Reg. No. /File Sytnbol: 68467-5 I Page 58 of 66 
Appli~s/Registranl's Name & Add res$. 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63 167 Product: Herculex® R W lnsecl Protection 
Ingredient B.t. Cry34Ab1 and Cry3SAbllnsecticidal Crystal protein and tbc genetic material necessary for its productiou (plasmid insert PHPI7662) in com {OECD Identifier: DAS-
59122-7) 

Guideline Reference Number Guideline Study Name MRID Number Submitter 

PS t49BI Binary Insecticidal Crystal Protein: Dietary 
Toxic_i!y_to Parasitic Hymenoptera (NasQY/111 virl"ipcnnis) 45790405 68467 

Assessment of Chronic Toxicity of Diet Containing 
Bacillus tl111ringtensis PS149B t Insecticidal Crystal 
Protein to Cotlcmbnla (Fol.somio candtdo) 45790406 68467 

PS t49B t Insecticidal Crystal Protein: Dietary Toxicity to 
45790407 Green Lacewing Larvnc (Chrvsoperlu carne11) 68467 

SDS-PAGE Sensitivity Analysis for Cry35Abt in Suppnrt 
of the Simulated Gastric Fluid Digestion StJtdy 
MRIDII452422t2 45790408 68467 

Trait Durability and Experimenlal Usc ofTrnnsgenic 
Maize Expressing the Insecticidal Crystalline Proteins 
Cry34Ab I and Cry35Ab I 45790509 68467 

Field Efficacy of Cry34Ab I/Cry35Ab I Maize Even~ 
Against Com Root worms 45790410 68467 

Product characteri.zation data for Bocillus rhuringimsis 
Cry34Abt and Cry35Ab t proteins expressed in 
transgenic maize plants {PHP 176581 4579050 t 68467 

Product Characterization Data for IJgcil/tJs rhurtngiensis 
Cry34Abt and Cry35Ab t Proteins Expressed in 
Transgenic Maize Plants (PHP17662) 45790601 68467 
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Summary of Heat Lability Studies wi1h 
Crv 34Ab 1/Crv 35Ab I 4580860! 68467 
Quantitative ELISA analysis of Cry34Ab l and Cry35Ab I 
protcim expressed in maize plants transformed with the 
vector PHP17658 45833101 68467 
Quantitative ELISA analysis of Cry34Ab l and Cry35Ab l 
proteins expressed in maize plants transformed with the 
vector PHP17662 45833!02 68467 

Quantitative ELISA Analysis of Cr)'34Ab l and 
Cry35Ab I Proteins Expressed in Maize Plants 
Transfonned with the Vector PHPI7662 45833201 68467 

Slide Presentation Summarizing Cry34Ab I/Cry35Ab I 
Heat Inactivation Studies. 45860201 68467 
Probe MOA studies to assess potential for protein 
synthesis inhibition by Bacillus rl111rtngiensis PS!49BI 
Cry34Ab l/Cry35Ab I protein$ in rabbit reticulocyte 
assav: Re-examination of lab notebook data 45942801 68467 

Product characterization data for Bacillus thuringimsis 
Cry34Ab I and Cry35Ab l pro1eins expressed in 
transl!enic maize plants (PHP! 7662) 46030001 68467 

Independent Laboratory Validation Pioneer Hi-Bred 
huemational,lnc. ELISA Method for the Quantililication 
ofCrv34Ab !Protein from Trans~~:cnic Plants 46!23901 68467 
Independent Laboratory Validation of Dow AgroScicnccs 
Method GRJVI 03.!3, "Determination ofCry35Ab I 
Insecticidal Crystal Protein in Maize Tissue by Enzyono-
Linked lmmunosorbent Assay" 46123902 68467 
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59122-7) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Cry34/35 Protein Distribution and Familiarity 46123903 68467 PER 

Agronomic Characteristics, Quantitative ELISA and 
Nutrient Composition Analysis of Hybrid Maize Lines. 
Containing Cry34Ab I, Cry35Ab I and PAT Genes: Chile 
Locations 46123904 68467 PER 

Biological equivalency of Cry 34/35Ab I insecticidal 
crystal protein in transgenic plants and derived from 
transgenic Pseudonrotwsjluorescens 46123905 68467 PER 

Characterization ofCry34Abl and Cry35Abl Proteins 
Derived from Transgenic Maize event E449759.1.22 
{DAS-59122-7) 46123906 68467 PER 

Characterization of Phosophinothricin Acctyltransferasc 
(PAT) Derived from Transgenic Maize Event 
E4497.S9t.22 46123907 68467 I'ER 

CharacterizatiOn of DNA Inserted into Transgenic Corn 
Events DAS-45216·6 and DAS-59122· 7 46123908 68467 PER 
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corn events DAS-45216-6 and DAS-59t22-7 46!23909 68467 

.. . 
Eva!ual1on of microbcdcrived Cry34Ab! and Cry35Ab! 
PI'Otcins for pro1ci11 synthesis inhibition activi_ty 46!23910 68467 

Nulliliona! Equivalency Sludy of Maize Containing 
G_ry34Ab! and Cry35AB!: Poullry Feeding Sludy 46!2391! 68467 

The effect of Cry34Ab !/Cry35Ab! proteins on the 
devc!opmenlnnd monality of the Ladybird bcel!c 
Colemegil/a ma<:nlara DcGeer 46123912 68467 

Non-targel lnvencbrale Ecological Risk Asscssmenl fol' 
Field Corn Expressing Cry34Ab! and Cry3 5Ab! 
Insecticidal Crystal Proleins in Event DAS-59!227 46!23913 68467 

Eva!ualion of the impact of com rootwonn conlrol 
sllalegies on non·t61'get arthropods 46!239!4 68467 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
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Washington, D.C. 20460 
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Guideline Reference Number Guideline Study Nau1c MRtDNumber Submilter Status Note 

Investigations into Dose ofCry34Abi/Cry35Ab I 
Rootworm-Resistant Maize Event DAS-59122-7 Against 
Western and northern Corn Root worms in Support of I 

i 
Trait Durability Plans 46123915 68467 PER 

Effect on Western Corn Rootworm Adults of Feeding on 
Cry34/35Ab 1-Corn Rootworm Protected Com Tissue and 

I 

fmolications lor Product Durability 46123916 68467 PER 

Evaluation of endangered/threatened insect species 
relative to the usc ofCry34Ab/Cry35Abl com rootworm-
resistant maize hybrids 46123917 68467 PER 

Trait Durability Plan for Cry34/3S Corn Rootworm 
Protected com Event DAS-59122-7 Following 
C onuucrcialization 46123918 68467 PER 

Simulations ofCoru Rootworm Adaptalion to Cry34/3S 
Com Rootworm Protected Corn in Support of Trait 
DurabiiLty Plans for Event DAS-59122-7 46123919 68467 PER 

Digestion of Allergenic and Non-Allergenic Proteins in 
Simulated Gastric Fluid 46123920 68467 PER 
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Public Interes t Document for Cry34/35Ab I Corn 
Rootworm-Protected Corn 46123921 68467 

Jnvestignt!on of Potential fnteraclion between Cry IF and 
the Binary Cry34Ab !IG!Y)5Abl Proteins 46343806 68467 

Digestion efficiency of allergens nnd non-allergens in 
simulated gastric fluid · Bacillus rlflllingiensis Cry 
34135Abt conslruct PHPI7662 4638860t 68467 

tack ofCry34Abi/Cry3SAbt co-MSoeiatron in solutim 46556801 68467 

Evaluation of the Sequence Similariiies of the Cry34Abt, 
cry35Abt, and PAT Proteins to the Public Protein 
SCauence Oatasets 46584701 68467 

Summary report of a carabtd beetle laboratory toxicity 
study usrng Cry34Abl nnd Cry35Abl including copies of 
references 467t4t0t 68467 
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com event DAS-59122·7 47334201 68<167 

Evaluation of polential dic1ary effects of Cry34/35Abl 
protein on insidious flower bugs, OrilLf insidiosns 
{Hemiptera: Anthoeoridae) 47436701 68467 

Monitoring com roolworm susceplibility 10 Cry34/35Abl 
event DAS-59122-7 2007 insect collections 47522501 68467 

Three· Year Field MonitoringofCry34/35Abl and Cry IF 
x Cry34/35Abl Maize Hybrids for Nontarget Arthropod 
Effects 47S7030t 68467 

Monitoring corn roolwonn susceptibility to Cry34/35Abl 
event DAS-59122-7: 2008 insect collections 47900801 68467 
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Soil accmnutation ofCry34Abl and Cry35Abl proteins 
after tlu-ce years of cropping with DAS-59122-7 com 47959501 68467 

Investigating Perfqrmancc ofHerculex™·Rw and 
Hcreulcx TM XTRA Under Commercial Use 4804550t 68467 

Monitoring Com Rootworm Susceptibility to 
Cry34/35Abl Event DAS-59122·7: 2009 Growing 
Season 48279701 68467 
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Assurance Program for Com Borer Protected Bt Com, 
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Rootworm-Protectcd Stacked Bt Com 4837500t 68467 
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Enhanced Insect Resistance Management Compliance 
Assurnnce Program for Com Borer Protected Bt Com, 
Com Rootwonn Protected Bt Com, and Com BoreriCom 
Roolwonn-Protccted Stllclc.ed Bt Com 48375101 68467 

Revised Guidelines for Evalnating Unexpected Com 
Rootwonn Damage in Herculcx® RW and Herculex® 
XTRA 48430701 68467 
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SUMMARY OF THE APPLICATION 

The subject of this application is for the registration extension of MON 89034 x TC1507 x 

MON 88017 x DAS-59122-7 Insect Protected, Herbicide-Tolerant Com (Genuity® 
SmartStax®RIB Complete'"; EPA Reg. No. 524-595). 

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB Complete™ was conditionally 
registered on April 8, 2011. The initial time-limited registration expired on October 31, 
2011, which was subsequently extended to November 30, 2011. This current application 
request is to extend EPA Reg. No. 524-595 for a period of two years beyond the current 
November, 30, 2011 expiration date based on the EPA's registration decision in the BRAD 
for this product (EPA Docket ID EPA-HQ-OPP-2011-0362-0002, April 8, 2011; p27). An 
updated data matrix is being supplied with this application. With the exception of the revised 
label to incorporate bag-tag language suitable for both the com- and cotton-growing areas as 
required under the cunent terms and conditions, no other changes are being requested to the 
registration conditions as part of this registration extension request. 

® Genuily and SmartStax are registered trademarks of Monsanto Technology LLC. 
"'RIB Complete is a trademark of Monsanto Technology, LLC. 
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PRODUCT LABEL 

The subject of this application is for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 
RIB CompleteTM. No substantive changes to the label for MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 Insect-Protected, Herbicide-Tolerant Corn in EPA Reg. No. 
524-595, as updated April 8, 2011, are being requested. The patent numbers have been 
updated. Five copies of the proposed label for the registration of MON 89034 x TC1507 x 

MON 88017 x DAS-59122-7 RIB CompleteTM are attached. 

Monsanto Company ll-CR-192E-2R Page 85 of 110 

91 



Plant-Incorporated Protectant Label 

MON 89034 X TC1507 X IVION 88017 X DAS-59122-7 
RIB Complete™ 

Insect-Protected, Herbicide-Tolerant Com 
(Altemate Brand Name: Genuity41 SmartStax4> RIB CompieteTM)t 

(OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x 
MON-88017-3 X DAS-59122-7) 

Active Ingredients: 
Bacillus thuringiensis Cry1A.105 protein and the genetic material (vector PV-ZMIR245) 
necessaty for its production tn com event MON 89034 (OECD Unique Identifier: MON-89034-3) 

..................................................................................................................................................... ~0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material (vector PV-ZMIR245) 
necessary for its production in com event MON 89034 (OECD Unique Identifier: MON-89034-3) 
.............................................................................................................................. ~ 0.0053%* 

Bacillus thuringiensis Cry1 F protein and the genetic material (vector PHP8999) necessary 
for its production in com event TC1507 (OECD Unique Identifier: DAS- 01507-1) ... ~ 0.0012%* 

Bacillus thuringiensis Cry3Bb 1 protein and the genetic material (vector PV -ZMIR39) 
necessary for its production in com event MON 88017 (OECD Unique Identifier: MON-88017-3) 

..................................................................................................................................................... :S 0.0079o/o* 

Bacillus thuringiensis Cry34Ab 1 protein and the genetic material (vector PHP17662) 
necessary for its production in com event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7) 
..................................................................................................................................................... :s 0.0 194%* 

Bacillus thuringiensis Cry35Abl protein and the genetic material (vector PHP17662) 
necessary for its production in com event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7) 

...................................................................................................................................................... ~ 0.0042o/o* 

Other Ingredients: 
CP4 EPSPS protein (5-enolpyruvylshtkimate-3-phosphate synthase) and the genetic material 
(vector PV-ZMIR39) necessaty for its production in com event MON 88017 
.............................................................................................................................. ~ 0.0052°/o* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material (vectors 
PHP17662 and PHP8999) necessary for its production in com events TC1507 and 
DAS-59122-7 ..................................................................................................... ~ 0.00045%* 
*Maximum percent (wt/wt) of dry forage 

t Genuity® SmartStax® RlB CompleteTM seed with this refuge configuration contains 95% 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 mixed with at least 5% non-Bt com 
within a single lot of seed. 
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KEEP OUT OF REACH OF CHILDREN 

CAUTION 

NET CONTENTS __ _ 

EPA Registration No. 524-595 
EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in any manner inconsistent with its 
labeling. This product must be used as specified in the terms and conditions of the 
registration. 

This product may be combined or produced through conventional breeding with other 
registered plant-incorporated protectants that are similarly approved for use in combination, 
through conventional breeding, with other registered plant-incorporated protectants to 
produce inbred corn lines and hybrid com varieties with combined pesticidal traits. 

MON 89034 x TC1507 x MON'88017 x DAS-59122-7 RIB Complete™ protects corn crops 
from leaf, stalk, and ear damage caused by lepidopteran com pests listed on this label and 
root damage caused by corn rootworm larvae listed on this labeL In order to minimize the 
risk of these pests developing resistance to MON 89034 x . TCI 507 x MON 88017 x 

DAS-59122-7 RIB Complete™ corn, . an insect resistance management plan must be 
implemented as defined in the registration terms and conditions. 

Grower agreements will specify that growers must adhere to the refuge requirements that will 
be described on the bag or bag/tag for MON 89034 x TC1507 x MON 88017 x DAS-59122-
7 RIB CompleteTM com or other applicable product use documents. 

Sales of com hybrids that contain Monsanto's Bt com plant-incorporated pesticide(s) must be 
accompanied by either an IRM/Grower Guide or information on the bag or bag-tag, on 
planting, production, and insect resistance management, and notes that routine applications of 
insecticides to control these insects are usually unnecessary when com containing the Bt 
proteins is planted. 

Com seed bags or bag tags for products containing MON 89034 x TC 1507 x MON 88017 x 
DAS-59122-7 RIB Complete™ must include the refuge size requirement in text and 
graphical format. 
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INSECT RESISTANCE MANAGEMENT 

Growers are instructed to read information on insect resistance management in the bag and/or 
bag-tag. 

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid 
seed corn up to a total of20,000 acres per county and up to a combined United States (U.S.) 
total of 250,000 acres per plant-incorporated protectant (PIP) active ingredient per registrant 
per year. 

The seed producer must ensure a minimum of 5% non-PIP refuge seed is included with the 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in each lot of seed com. The refuge 
seed in the seed mixture may not be treated with seed-applied insecticides for corn rootworm 
(CRW) control unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the 
seed mixture receives the same treatment. 

The IRM/Grower Guide for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB 
Complete™ or comparable information presented on the product bag or bag-tag, must 
contain the following information: 

This product is a seed mixture contammg MON 89034 x TC1507 x MON 88017 x 

DAS-59122-7 and a minimum of 5% non-Bt seed that when planted creates an interspersed 
refuge within the field. There are no requirements for a separate structured refuge for 
Genuity® Smru1Stax0 RJB CompleteTM corn when planted in the U.S. com-growing region, 
including Alaska and Hawaii, because the refuge seed is contained within the bag/container. 

The interspersed refuge can only be used by planting seed com specifically generated by 
qualified seed producers/conditioners licensed by the registrant. Insecticidal treatments 
labeled for adult CR W control are discouraged during the time of adult CRW emergence. 

The seed mix refuge option for Genuity® SmartStax® RIB CompleteTM satisfies the 
refuge requirements in all regions other than fn the cotton-growing region where corn 
earworm is a significant pest as defined below. 

Additional refuge requirements in the cotton-growing region where corn earworm is a 
significant pest 
In the cotton-growing region where com earworm is a significant pest, as defined below, 
Genuity® SmartStax0 RIB Complete™ requires the planting of an additional 20% structured 
refuge (i.e. 20 acres of non-Bt corn for every 80 acres of Genuity® SmartStax® RIB 
Complete™ planted). 

The 20% refuge must be planted with corn hyblids that do not contain Bt technologies for the 
control of corn rootworms or com borers. The refuge and the Genuity® SmartStax® RIB 
CompleteTM should be so\:vn on the same day, or with the shortest window possible between 
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planting dates to ensure that com root development is similar among vaneues. The 
structured refuge may be planted as an in-field or adjacent (e.g .. across the road) refuge or 
planted as a separate block that is within Y2 mile of the Genuity® SmartStax® RJB 
Complete™ field. In-field refuge options include blocks, perimeter strips (i.e., strips around 
the field), or in-field strips. If perimeter or in-field strips are implemented, the strips must be 
at least 4 consecutive rows wide. The refuge can be protected from lepidopteran damage by 
use of non-Bt insecticides if the population of one or more target lepidopteran pests of 
Genuity® SmartStax® RJB CompleteTM in the refuge exceeds economic thresholds. In 
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or 
soil insecticide; however, insecticides labeled for adult CRW control must be avoided in the 
refuge during the period of CR W adult emergence. Economic thresholds will be determined 
using methods reconunended by local or regional professionals (e.g., Extension Service 
agents, crop consultants). 

The cotton-growing region requiring the additional 20% refuge consists of the following 
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South 
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer, 
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of 
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood, 
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except 
the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree, 
Roberts, and Sherman), Virginia (only the counties of Dinwiddie, Franklin City, Greensville, 
Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) and Missomi 
(only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard). 
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Corn Insects Controlled or Suppressed 

European com borer (ECB) 
Southwestern com borer (SWCB) 
Southern cornstalk borer (SCSB) 
Com earworm (CEW) 
Fall mmyworm (FA W) 
Stalk borer 
Lesser com stalk borer 
Sugarcane borer (SCB) 
Western bean cutworm (WBC) 
Black cutworm 

Western com rootworm (WCRW) 
Northern com rootworm (NCRW) 
Mexican com rootworm (MCRW) 

Ostrinia nubilalis 
Diatraea grandiosella 
Diatraea crambidoides 
Helicoverpa zea 
Spodoptera frugiperda 
Papaipema nebris 
Elasmopalpus lignosellus 
Diatraea saccharalis 
Richia albicosta 
Agrotis ipsilon 

Diabrotica virgifera virgzfera 
Diabrotica barberi 
Diabrotica virgifera zeae 

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto's and Dow 
AgroSciences' research programs, offering unique genetic characteristics for specific grower 
needs and may be protected by one or more of the following U.S. patents: 5322938, 
5352605,5359142,5378619,5424412,5550318,5554798,5641876,5717084,5728925, 
5804425,6018100,6025545,6051753,6063597,6083878,6331665,6489542,6645497, 
6713063,6962705,7064249,7070982,7112665,7227056,7250501,7304206,7544862, 
7618942,7927598, and RE39247. 

EPA Accepted: _/_/_ 
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Plant·Incorporated Protectant Label 

lVION 89034 X TC1507 X MON 88017 X DAS-59122-7 
RIB Complete™ 

Insect·Protected, Herbicide·To1erant Corn 
(Alternate Brand Name: Gcuuicy/1> SmartStax® RIB CompleteTM)t 

(OECD Unique Identifier: MON-89034·3 x DAS-01507-l x 

MON-88017-3 X DAS-59122·7) 
Active Ingredients: 
Bacillus thuringiensis Cry1A.l05 protein and the genetic material (vector PV-ZMIR245) 
necessary for its production in com event MON 89034 (OECD Unique Identifier: MON-89034-3) 
..................................................................................................................................................... ::; 0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material (vector PV -ZMIR245) 
necessary for its production in com event MON 89034 (OECD Unique Identifier: MON-89034-3) 
.............................................................................................................................. ::; 0.0053%* 

Bacillus thuringiensis Cry IF protein and the genetic material (vector PHP8999) necessary 
for its production in com event TC1507 (OECD Unique Identifier: DAS· 01507-1) ... $ 0.00 12%* 

Bacillus thuringiensis Cry3Bb1 protein and the genetic material (vector PV·ZMIR39) 
necessary for its production in com event MON 88017 (OECD Unique Identifier: MON-88017-3) 
..................................................................................................................................................... $0.0079%* 

Bacillus thuringiensis Cry34Abl protein and the genetic material (vector PHP17662) 
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7) 

..................................................................................................................................................... $ 0.0194%* 

Bacillus thuringiensis Cry35Ab1 protein and the genetic material (vector PHP17662) 
necessary for its production in com eve.nt DA$.59122-7 (OECD Unique Identifier: DAS·59122-7) 
.................................................................................................................................... · .................. $ 0.0042%* 

Other Ingredients: 
CP4 EPSPS protein (5-enolpyruvylshikimate-3.phosphate synthase) and the genetic material 
(vector PV-ZMIR39) necessary for its production in com event MON 88017 
.............................................................................................................................. $ 0.0052%* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material (vectors 
PHP17662 and PHP8999) necessary for its production in corn events TC1507 and 
DAS-59122-7 ..................................................................................................... $ 0.00045%* 
*Maximum percent (wt/wt) of dry forage 

t Genuity® SmartS tax® RIB Complete™ seed with this refuge configuration contains 95% 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 mixed with at least 5% non-Bt corn 
within a single lot of seed. 

Monsanto Company ll-CR-192E-2R Page 91 of 110 

97 



KEEP OUT OF REACH OF CHILDREN 

CAUTION 

NET CONTENTS __ _ 

EPA Registration No. 524-595 
EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in any manner inconsistent with its 
labeling. This product must be used as specified in the terms and conditions of the 
registration. 

This product may be combined or produced through conventional breeding with other 
registered plant-incorporated protectants that are similarly approved for use in combination, 
through conventional breeding, with other registered plant-incorporated protectants to 
produce inbred com lines and hybrid com varieties with combined pesticidal traits. 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 RIB CompleteTM protects com crops 
from leaf, stalk, and ear damage caused· by lepidopteran corn pests listed on this label and 
root damage caused by com rootworm larvae listed on this label. In order to minimize the 
risk of these pests developing resistance to MON 89034 x TC1507 x MON 88017. x 

DAS-59122-7 RIB CompleteTM cor.n, an insect resistance management plan must be 
implemented as defined in the registration teims and conditions. 

Grower agreements will specify that growers must adhere to the refuge requirements that will 
be described on the bag or bag/tag for MON 89034 x TC1507 x MON 88017 x DAS-59122-
7 RIB CompleteTM com or other applicable product use documents. 

Sales of corn hybrids that contain Monsanto's Bt com plant-incorporated pesticide(s) must be 
accompanied by either an IRl\!VGrower Guide or information on the bag or bag-tag, on 
planting, production, and insect resistance management, and notes that routine applications of 
insecticides to control these insects are usually unnecessary when corn containing the Bt 
proteins is planted. 

Com seed bags or bag tags for products containing MON 89034 x TCI 507 x MON 88017 x 

DAS-59122-7 RIB CompleteTM must include the refuge size requirement in text and 
graphical fotmat. 
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INSECT RESISTANCE MANAGEMENT 

Growers are instructed to read information on insect resistance management in the bag and/or 
bag~tag. 

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid 
seed corn up to a total of 20,000 acres per county and up to a combined United States (U.S.) 
total of 250,000 acres per plant~incorporated protectant (PIP) active ingredient per registrant 
per year. 

The seed producer must ensure a minimum of 5% non~PIP refuge seed is included with the 
MON 89034 x TC1507 x MON 88017 x DAS~59122-7 in each lot of seed corn. The refuge 
seed in the seed mixture may not be treated with seed~applied insecticides for corn rootwonn 
(CRW) control unless the MON 89034 x TC1507 x MON 88017 x DAS~59122~7 seed in the 
seed mixture receives the same treatment. 

The IR..l\lf/Grower Guide for MON 89034 x TC1507 x MON 88017 x DAS~59122~7 RIB 
Complete™ or comparable information presented on the product bag or bag~tag, must 
contain the following information: 

This product is a seed mixture contammg MON 89034 x TC1507 x MON 88017 x 

DAS~59122~7 and a minimum of 5% non~Bt seed that when planted creates an interspersed 
refuge within the field. There are no requirements for a separate structured refuge for 
Genuity® SmartStax® RIB Complete™ corn when planted in the U.S. corn~growing region, 
including Alaska and Hawaii, because the refuge seed is contained within the bag/container. 

The interspersed refuge can only be used by planting seed corn specifically generated by 
qualified seed producers/conditioners licensed by the registrant. Insecticidal treatments 
labeled for adult CRW control are discouraged during the time of adult CRW emergence. 

The seed mix refuge option for Genuity® Sma1·tStax® RIB Complete™ satisfies the 
refuge requirements in all regions other than in the cotton~growing region where com 
earworm is a significant pest as defined below. 

Additional refuge requirements in the cotton~growing •·eglon whe1·e corn earworm is a 
significant pest 
In the cotton~growing region where corn earworm is a significant pest, as defined below, 
Genuity® SmartStax® RIB Complete™ requires the planting of an additional 20% structured 
refuge (i.e. 20 acres of non-Bt com for every 80 acres of Genuity® SmartStax® RlB 
CompleteTM planted). 

The 20% refuge must be planted with com hybrids that do not contain Bt technologies for the 
control of com rootworms or corn borers. The refuge and the Genuity® SmartStax® RIB 
CompleteTM should be sown on the same day, or with the shortest window possible between 
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planting dates to ensure that corn root development is similar among vaneues. The 
structured refuge may be planted as an in~field or adjacent (e.g .. across the road) refuge or 
planted as a separate block that is within Y2 mile of the Genuity® SmartStax® RIB 
CompleteTM field. In~field refuge options include blocks, perimeter strips (i.e., strips around 
the field), or in-field strips. If perimeter or in-field strips are implemented, the strips must be 
at least 4 consecutive rows wide. The refuge can be protected from lepidopteran damage by 
use of non-Bt insecticides if the population of one or more target lepidopteran pests of 
Genuity® SmartStax® RlB Complete™ in the refuge exceeds economic thresholds. In 
addition, the refuge can be protected from CRW dan1age by an appropriate seed treatment or 
soil insecticide; however, insecticides labeled for adult CRW control must be avoided in the 
refuge during the period ofCRW adult emergence. Economic thresholds will be determined 
using methods recommended by local or regional professionals (e.g., Extension Service 
agents, crop consultants). 

The cotton-growing region requiring the additional 20% refuge consists of the following 
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South 
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer, 
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of 
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood, 
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except 
the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree, 
Roberts, and Sherman), Virginia (only the counties of Dinwiddie, Franklin City, Greensville, 
Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) and Missouri 
(only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard). 
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Corn Insects Controlled or Suppressed 

European com borer (ECB) 
Southwestern corn borer (SWCB) 
Southern cornstalk borer (SCSB) 
Corn earwmm (CEW) 
Fall annyworm (FA W) 
Stalk borer 
Lesser com stalk borer 
Sugarcane borer (SCB) 
Western bean cutworm (WBC) 
Black cutwonn 

Western corn rootworm (WCRW) 
Northern com rootwonn (NCRW) 
Mexican com rootwotm (MCRW) 

Ostrinia nubilalis 
Diatraea grandiosella 
Diatraea crambidoides 
Helicoverpa zea 
Spodoptera fmgiperda 
Papaipema nebris 
Elasmopalpus lignosellus 
Diatraea saccharalis 
Richia albicosta 
Agrotis ipsilon 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 

MON 89034 x TCI507 x MON 88017 x DAS-59122-7 is a product of Monsanto's and Dow 
AgroSciences' research programs, offering unique genetic characteristics for specific grower 
needs and may be protected by one or more of the following U.S. patents: 5322938, 
5352605,5359142,5378619,5424412,5550318,5554798,5641876,5717084,5728925, 
5804425,6018100,6025545,6051753,6063597,6083878,6331665,6489542,6645497, 
6713063,6962705,7064249,7070982,7112665,7227056,7250501,7304206,7544862, 
7618942, 7927598, and RE39247. 

EPA Accepted: _1_1 _ 
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Plant-Incorporated Protectant Label 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
RIB Complete™ 

Insect-Protected, Herbicide-Tolerant Corn 
(Alternate Brand Name: Genuity® SmartStax® RIB CompleteTM)* 

(OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x 

MON-88017-3 X DAS-59122-7) 
Active Ingredients: 
Bacillus thuringiensis Cry1A.l05 protein and the genetic material (vector PV-ZMIR245) 
necessary for its production in com event MON 89034 (OECD Unique Identifier: MON-89034-3) 
..................................................................................................................................................... ::; 0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material (vector PV-ZMIR245) 
necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-89034-3) 
.............................................................................................................................. $. 0.0053o/o* 

Bacillus thuringiensis Cry1 F protein and the genetic material (vector PHP8999) necessary 
for its production in corn event TC1507 (OECD Unique Identifier: DAS- 01507-l) ... :S 0.0012%* 

Bacillus thuringiensis Cry3Bbl protein and the genetic material (vector PV-ZMIR39) 
necessary for its production in com event MON 88017 (OECD Unique Identifier: MON-88017-3) 
..................................................................................................................................................... :S 0.0079o/o* 

Bacillus thuringiensis Cry34Ab1 protein and the genetic material (vector PHP17662) 
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7) 

..................................................................................................................................................... ::; 0.0194°/o* 

Bacillus thuringiensis Cry35Ab1 protein-and the genetic material (vector PHP17662) 
necessary for its production in com eveqt DAS-59122-7 (OECD Unique Identifier: DAS-59122-7) 
..................................................................................................................................................... $. 0.0042o/o* 

Other Ingredients: 
CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material 
(vector PV-ZMIR39) necessary for its production in corn event MON 88017 
.............................................................................................................................. $. 0 .0052%* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material (vectors 
PHP17662 and PHP8999) necessary for its production in com events TC 1507 and 
DAS-59122-7 ..................................................................................................... $. 0.00045%* 
*Maximum percent (wt/wt) of dry forage 

t Genuity$ SmattStax® RIB Comp1eteTM seed with this refuge configuration contains 95% 
MON 89034 x TC1507 x MON 8801 7 x DAS-59122-7 mixed with at least 5% non-Bt com 
within a single lot of seed. 
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KEEP OUT OF REACH OF CHILDREN 

CAUTION 

NET CONTENTS __ _ 

EPA Registration No. 524-595 
EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in any manner inconsistent with its 
labeling. This product must be used as specified in the terms and conditions of the 
registration. 

This product may be combined or produced through conventional breeding with other 
registered plant-incorporated protectants that are similarly approved for use in combination, 
through conventional breeding, with other registered plant-incorporated protectants to 
produce inbred com lines and hybrid com varieties with combined pesticidal traits. 

MON 89034 x TC 1507 x MON 88017 ·x bAS-59122-7 RIB CompleteTt-1 protects com crops 
from leaf, stalk, and ear damage caused by lepidopteran com pests listed on this label and 
root damage caused by com rootworm larvae listed on this label. In order to minimize the 
risk of these pests developing resistance to MON 89034 x TC1507 x MON 88017 x 

DAS-59122-7 RIB Complete™ com, an insect resistance management plan must be 
implemented as defined in the registration te1ms and conditions. 

Grower agreements will specify that growers must adhere to the refuge requirements that will 
be described on the bag or bag/tag for MON 89034 x TC1507 x MON 88017 x DAS-59122-
7 RIB CompleteTM com or other applicable product use documents. 

Sales of com hybrids that contain Monsanto's Bt com plant-incorporated pesticide(s) must be 
accompanied by either an IRM/Grower Guide or infonnation on the bag or bag-tag, on 
planting, production, and insect resistance management, and notes that routine applications of 
insecticides to control these insects are usually unnecessary when com containing the Bt 
proteins is planted. 

Com seed bags or bag tags for products containing MON 89034 x TC 1507 x MON 88017 x 

DAS-59122-7 RIB CompleteTM must include the refuge size requirement in text and 
graphical format. 
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INSECT RESISTANCE MANAGEMENT 

Growers are instructed to read information on insect resistance management in the bag and/or 
bag-tag. 

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid 
seed com up to a total of 20,000 acres per county and up to a combined United States (U.S.) 
total of 250,000 acres per plant-incorporated protectant (PIP) active ingredient per registrant 
per year. 

The seed producer must ensure a minimum of 5% non-PIP refuge seed is included with the 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in each lot of seed com. The refuge 
seed in the seed mixture may not be treated with seed-applied insecticides for com rootworm 
(CRW) control unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the 
seed mixture receives the same treatment. 

The IRM/Grower Guide for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB 
CompleteTM or comparable information presented on the product bag or bag-tag, must 
contain the following infonnation: 

This product is a seed mixture contammg MON 89034 x TC1507 x MON 88017 x 
DAS-59122-7 and a minimum of 5% non-Bt seed that when planted creates an interspersed 
refuge within the field. There are no requirements for a separate structured refuge for 
Genuity® SmartStax® RIB Complete™ com when planted in the U.S. com-growing region, 
including Alaska and Hawaii, because the refuge seed is contained within the bag/container. 

The interspersed refuge can only be used by planting seed com specifically generated by 
qualified seed producers/conditioners licensed by the registrant. Insecticidal treatments 
labeled for adult CRW control are discouraged during the time of adult CRW emergence. 

The seed mix refuge option for Genuity41> SmartStax® RIB Complete™ satisfies the 
refuge requirements in all regions other than in the cotton-growing region where corn 
earworm is a significant pest as defined below. 

Additional refuge requirements in the cotton-growing region where corn earworm is a 
significant pest 
In the cotton-growing region where com earworm is a significant pest, as defined below, 
Genuity® SmartStax® RIB CompleteTM requires the planting of an additional 20% structured 
refuge (i.e. 20 acres of non-Bt com for every 80 acres of Genuity® SmartStax® RlB 
CompleteTM planted). 

The 20% refuge must be planted with com hybrids that do not contain Bt technologies for the 
control of com rootworms or com borers. The refuge and the Genuity® SmartStax® RIB 
CompleteTM should be sown on the same day, or with the shortest window possible between 

Monsanlo Company ll-CR-192E-2R Page 98 ofll 0 

104 



planting dates to ensure that com root development is similar among vaneues. The 
structured refuge may be planted as an in-field or adjacent {e.g., across the road) refuge or 
planted as a separate block that is within Y2 mile of the Genuity® Smat1Stax® RIB 
Complete™ field. In-field refuge options include blocks, perimeter strips (i.e., strips around 
the field), or in-field strips. If pelimeter or in-field strips are implemented, the strips must be 
at least 4 consecutive rows wide. The refuge can be protected from lepidopteran damage by 
use of non-Bt insecticides if the population of one or more target lepidopteran pests of 
Genuity® SmartStax® RIB Complete™ in the refuge exceeds economic thresholds. In 
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or 
soil insecticide; however, insecticides labeled for adult CRW control must be avoided in the 
refuge during the period of CRW adult emergence. Economic thresholds will be dete1mined 
using methods recommended by local or regional professionals (e.g., Extension Service 
agents, crop consultants). 

The cotton-growing region requiring the additional 20% refuge consists of the following 
states: Alabama, Arkansas, Georgia, Florida, Louisiana, Not1h Carolina, Mississippi, South 
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer, 
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of 
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood, 
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except 
the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree, 
Roberts, and Sherman), Virginia (only the counties of Dinwiddie, Franklin City, Greensville, 
Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) and Missouri 
(only the counties ofDunklin, New Madrid, Pemiscot, Scott, and Stoddard). 
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Corn Insects Controlled or Suppressed 

European corn borer (ECB) 
Southwestern corn borer (SWCB) 
Southern cornstalk borer (SCSB) 
Corn earwOim (CEW) 
Fall rumywonn (FAW) 
Stalk borer 
Lesser corn stalk borer 
Sugarcane borer (SCB) 
Western bean cutworm (WBC) 
Black cutworm 

Western corn rootworm (WCRW) 
Northern corn rootworm (NCRW) 
Mexican com rootwonn (MCRW) 

Ostrinia nubilalis 
Diatraea grandiose/fa 
Diatraea crambidoides 
Helicoverpa zea 
Spodoptera frugiperda 
Papaipema nebris 
Elasmopalpus lignosellus 
Diatraea saccharalis 
Richia albicosta 
Agrotis ipsilon 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 

MON 89034 x TC1507 x MON 88017 x DAS~59122-7 is a product of Monsanto's and Dow 
AgroSciences' research programs, offering unique genetic characteristics for specific grower 
needs and may be protected by one or more of the following U.S. patents: 5322938, 
5352605,5359142,5378619,5424412,5550318,5554798,5641876,5717084,5728925, 
5804425,6018100,6025545,6051753,6063597,6083878,6331665,6489542,6645497, 
6713063,6962705,7064249,7070982,7112665,7227056,7250501,7304206,7544862, 
7618942, 7927598, and RE39247. 

EPA Accepted: _/_/_ 
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Plant~Incorporated Protectant Label 

MON 89034 X TC1507 X lVION 88017 X DAS-59122-7 
RIB Con1plete™ 

Insect~Protected, Herbicide-Tolerant Corn 
{Alternate Brand Name: Genuity® SmartStax«> RIB CompleteTM)t 

(OECD Unique Identifier: MON-89034-3 x DAS-01507~1 x 

MON-88017-3 X DAS-59122-7) 
Active Ingredients: 
Bacillus thuringiensis CrylA.l 05 protein and the genetic matelial (vector PV-ZMIR245) 
necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-89034-3) 
..................................................................................................................................................... $ 0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material (vector PV-ZMIR245) 
necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-89034-3) 
.............................................................................................................................. $ 0.0053%* 

Bacillus thuringiensis Cry IF protein and the genetic material (vector PHP8999) necessary 
for its production in com event TC1507 (OECD Unique Identifier: DAS- 01507-1) ... $ 0.0012%* 

Bacillus thuringiensis Cry3Bbl protein and the genetic material (vector PV~ZMIR39) 
necessary for its production in corn event MON 88017 (OECD Unique Identifier: MON-88017-3) 
..................................................................................................................................................... $ 0.0079%* 

Bacillus thuringiensis Cry34Ab l protein and the genetic material (vector PHP17662) 
necessary for its production in corn event DAS-59122~ 7 (OECD Unique Identifier: DAS-59122~7) 
............................................................................................... : ..................................................... s 0.0194%* 

Bacillus thuringiensis Cry35Ab I protein and the genetic material (vector PHP 17662) 
necessary for its production in com event DAS~59122-7 (OECD Unique Identifier: DAS-59122-7) 
..................................................................................................................................................... $0.0042%* 

Other Ingredients: 
CP4 EPSPS protein (5-enolpyruvylshikimate~3-phosphate synthase) and the genetic material 
(vector PV-ZMIR39) necessary for its production in com event MON 88017 
.............................................................................................................................. $0.0052%* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material (vectors 
PHP17662 and PHP8999) necessary for its production in corn events TC1507 and 
DAS-59122-7 ..................................................................................................... $ 0.00045%* 
*Maximum percent (wt/wt) of dry forage 

t Genuity0 SmartStax® RIB CompleterM seed with this refuge configuration contains 95% 
MON 89034 x TC1507 x MON 88017 x DAS-59122~7 mixed with at least 5% non-Bt com 
within a single lot of seed. 
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KEEP OUT OF REACH OF CHILDREN 

CAUTION 

NET CONTENTS __ _ 

EPA Registration No. 524-595 
EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in any malUler inconsistent with its 
labeling. This product must be used as specified in the te1ms and conditions of the 
registration. 

This product may be combined or produced through conventional breeding with other 
registered plant"incorporated protectants that are similarly approved for use in combination, 
through conventional breeding, with other registered plant"incorporated protectants to 
produce inbred com lines and hybrid com varieties with combined pesticidal traits. 

MON 89034 x TC1507 x MON 88017 x DAS"59122-7 RIB CompleteTM protects com crops 
from leaf, stalk, and ear damage caused by lepidopteran com pests listed on this label and 
root damage caused by com rootw01m larvae listed on this label. In order to minimize the 
risk of these pests developing resistance to MON 89034 x TC1507 x MON 88017 x 

DAS"59122-7 RIB Complete™ com, an insect resistance management plan must be 
implemented as defmed in the registration terms and conditions. 

Grower agreements will specify that growers must adhere to the refuge requirements that will 
be described on the bag or bag/tag for MON 89034 x TC1507 x MON 88017 x DAS-59122" 
7 RIB CompleteTM com or other applicable product use documents. 

Sales of com hybrids that contain Monsanto's Bt com plant-incorporated pesticide(s) must be 
accompanied by either an IRM/Grower Guide or information on the bag or bag-tag, on 
planting, production, and insect resistance management, and notes that routine applications of 
insecticides to control these insects are usually unnecessary when com containing the Bt 
proteins is planted. 

Com seed bags or bag tags for products containing MON 89034 x TC 1507 x MON 88017 x 

DAS-59122" 7 RIB Complete™ must include the refuge size requirement in text and 
graphical format. 
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INSECT RESISTANCE MANAGEMENT 

Growers are instructed to read inf01mation on insect resistance management in the bag and/or 
bag-tag. 

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid 
seed corn up to a total of 20,000 acres per county and up to a combined United States (U.S.) 
total of 250~000 acres per plant-incorporated protectant (PIP) active ingredient per registrant 
per year. 

The seed producer must ensure a minimum of 5% non-PIP refuge seed is included with the 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in each lot of seed com. The refuge 
seed in the seed mixture may not be treated with seed-applied insecticides for corn rootworm 
(CRW) control unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the 
seed mixture receives the same treatment. 

The IRM/Grower Guide for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB 
CompleteTM or comparable inf01mation presented on the product bag or bag-tag, must 
contain the following information: 

This product is a seed mixture contammg MON 89034 x TC 1507 x MON 88017 x 

DAS-59122-7 and a minimum of 5% non-Bt seed that when planted creates an interspersed 
refuge within the field. There are no requirements for a separate structured refuge for 
Genuity® SmartStax® RIB Complete™ corn when planted in the U.S. com-growing region, 
including Alaska and Hawaii, because the refuge seed is contained within the bag/container. 

The interspersed refuge can only be used by planting seed corn specifically generated by 
qualified seed producers/conditioners licensed by the registrant. Insecticidal treatments 
labeled for adult CR W control are discouraged during the time of adult CR W emergence. 

The seed mix refuge option for Genuity® SmartStax0 RIB CompleteTM satisfies the 
refuge requirements in all regions other than in the cotton-growing region where corn 
earworm is a significant pest as defined below. 

Additional refuge requirements in the cotton-growing region where corn earworm is a 
significant pest 
In the cotton-growing region where corn eatworm is a significant pest~ as defined below, 
Genuity® SmartStax® RIB Complete™ requires the planting of an additional 20% structured 
refuge (i.e. 20 acres of non-Bt corn for every 80 acres of Genuity® SmartStax® RIB 
CompleteTM planted). 

The 200/o refuge must be planted with com hybrids that do not contain Bt technologies for the 
control of corn rootworms or corn borers. The refuge and the Genuity® SmartStax® RIB 
CompleteTM should be sown on the same day, or with the shortest window possible between 
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planting dates to ensure that com root development is similar among vanetles. The 
stmctured refuge may be planted as an in-field or adjacent (e.g., across the road) refuge or 
planted as a separate block that is within Y2 mile of the Genuity® Sma11Stax® RJB 
Complete™ field. In-field refuge options include blocks, perimeter strips (i.e., strips around 
the field), or in-field strips. If perimeter or in-field strips are implemented, the strips must be 
at least 4 consecutive rows wide. The refuge can be protected from lepidopteran damage by 
use of non-Bt insecticides if the population of one or more target lepidopteran pests of 
Genuity® Sma11Stax® RIB CompleteTM in the refuge exceeds economic thresholds. In 
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or 
soil insecticide; however, insecticides labeled for adult CRW control must be avoided in the 
refuge during the period of CR W adult emergence. Economic thresholds will be dete1mined 
using methods recommended by local or regional professionals (e.g., Extension Service 
agents, crop consultants). 

The cotton-growing region requiring the additional 20% refuge consists of the following 
states: Alabama, Arkansas, Georgia, Florida, Louisiana, N011h Carolina, :Nlississippi, South 
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer, 
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of 
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood, 
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except 
the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree, 
Roberts, and Sherman), Virginia (only the counties of Dinwiddie, Franklin City, Greensville, 
Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) and Missouri 
(only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard). 
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Corn Insects Controlled or Suppressed 

European com borer (ECB) 
Southwestern com borer (SWCB) 
Southern cornstalk borer (SCSB) 
Com eanvom1 (CEW) 
Fall armywonn (FA W) 
Stalk borer 
Lesser com stalk borer 
Sugarcane borer (SCB) 
Western bean cutworm (WBC) 
Black cutwonn 

Western com rootwonn (WCRW) 
Northern com rootwonn (NCRW) 
Mexican com rootwo1m (MCRW) 

Ostrinia nubilalis 
Diatraea grandiosella 
Diatraea crambidoides 
Helicoverpa zea 
Spodoptera frugiperda 
Papaipema nebris 
Elasmopalpus lignosellus 
Diatraea saccharalis 
Richia albicosta 
Agrotis ipsilon 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product ofMonsanto's and Dow 
AgroSciences' research programs, offering unique genetic characteristics for specific grower 
needs and may be protected by one or more of the following U.S. patents: 5322938, 
5352605,5359142,5378619,5424412,5550318,5554798,5641876,5717084,5728925, 
5804425,6018100,6025545,6051753,6063597,6083878,6331665,6489542,6645497, 
6713063,6962705,7064249,7070982,7112665,7227056,7250501,7304206,7544862, 
7618942, 7927598, and RE39247. 

EPA Accepted: I I 
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Plant-Incorporated Protectant Label 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
RIB Complete™ 

Insect-Protected~ Herbicide-Tolerant Corn 
(Alternate Brand Name: Genuity® SmartStax® RIB CompleteTM)+ 

(OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x 
MON-88017-3 X DAS-59122-7) 

Active Ingredients: 
Bacillus thuringiensis CryiA.105 protein and the genetic material (vector PV-ZMIR245) 
necessary for its production in com event MON 89034 (OECD Unique Identifier: MON-89034-3) 

..................................................................................................................................................... :S 0.0026o/o* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material (vector PV -ZMIR245) 
necessary for its production in com event MON 89034 (OECD Unique Identifier: MON-89034-3) 
....................................•......................................................................................... :S 0.0053%* 

Bacillus thuringiensis Cry IF protein and the genetic material (vector PHP8999) necessary 
for its production in com event TCI507 (OECD Unique Identifier: DAS- 01507-1) ... :5 0.00 12%* 

Bacillus thuringiensis Cry3Bbl protein and the genetic material (vector PV-ZMIR39) 
necessary for its production in com event MON 88017 (OECD Unique Identifier: MON-88017-3) 

..................................................................................................................................................... :S 0.0079o/o* 

Bacillus thuringiensis Cry34Ab I protein and the genetic material (vector PHP 17662) 
necessary for its production in com event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7) 
...................................................................... : .............................................................................. :S 0.0 194%* 

Bacillus thuringiensis Cry35Abl protein and the genetic material (vector PHPI7662) 
necessary for its production in com event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7) 

..................................................................................................................................................... :S 0.0042%* 

Other Ingredients: 
CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material 
(vector PV-ZMIR39) necessary for its production in com event MON 88017 
.............................................................................................................................. ::;:: 0.0052o/o* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material (vectors 
PHP I 7662 and PHP8999) necessary for its production in com events TC 1507 and 
DAS-59122-7 ..................................................................................................... :5 0.00045%* 
*Maximum percent (wt/wt) of dry forage 

t Genuitl~ SmartStax® RIB CompleteTM seed with this refuge configuration contains 95% 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 mixed with at least 5% non-Bt com 
within a single lot of seed. 
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KEEP OUT OF REACH OF CHILDREN 

CAUTION 

NET CONTENTS __ _ 

EPA Registration No. 524-595 
EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in any manner inconsistent with its 
labeling. This product must be used as specified in the terms and conditions of the 
registration. 

This product may be combined or produced through conventional breeding with other 
registered plant-incorporated protectants that are similarly approved for use in combination, 
through conventional breeding, with other registered plant-incorporated protectants to 
produce inbred com lines and hybrid com varieties with combined pesticidal traits. 

MON 89034 x TC1507 x MON 88017. x DAS-59122-7 RIB CompleteTM protects com crops 
from leaf, stalk, and ear damage caused by lepidopteran com pests listed on this label and 
root damage caused by com rootworm larvae listed on this label. In order to minimize the 
risk of these pests developing resistance to MON 89034 x TC1507 x MON 88017 x 

DAS-59122-7 RIB Complete™ com, an insect resistance management plan must be 
implemented as defined in the registration terms and conditions. 

Grower agreements will specify that growers must adhere to the refuge requirements that will 
be described on the bag or bag/tag for MON 89034 x TC1507 x MON 88017 x DAS-59122-
7 RIB CompleteTM corn or other applicable product use documents. 

Sales of com hybrids that contain Monsanto's Bt com plant-incorporated pesticide(s) must be 
accompanied by either an IRM/Grower Guide or information on the bag or bag-tag, on 
planting, production, and insect resistance management, and notes that routine applications of 
insecticides to control these insects are usually unnecessary when com containing the Bt 
proteins is planted. 

Com seed bags or bag tags for products containing MON 89034 x TC 1507 x MON 88017 x 
DAS-59122-7 RJB Complete™ must include the refuge size requirement in text and 
graphical format. 
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INSECT RESISTANCE MANAGEMENT 

Growers are instructed to read information on insect resistance management in the bag and/or 
bag-tag. 

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid 
seed com up to a total of 20,000 acres per county and up to a combined United States (U.S.) 
total of 250,000 acres per plant-incorporated protectant (PIP) active ingredient per registrant 
per year. 

The seed producer must ensure a minimum of 5% non-PIP refuge seed is included with the 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in each lot of seed com. The refuge 
seed in the seed mixture may not be treated with seed-applied insecticides for com rootwo1m 
(CRW) control unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the 
seed mixture receives the same treatment. 

The IRM/Grower Guide for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB 
CompleteTM or comparable information presented on the product bag or bag-tag, must 
contain the following information: 

This product is a seed mixture contammg MON 89034 x TC 1507 x MON 8 8017 x 

DAS-59122-7 and a minimum of 5% non-Bt seed that when planted creates an interspersed 
refuge within the field. There are no requirements for a separate structured refuge for 
Genuity® SmartStax® RIB Complete™ com when planted in the U.S. com-growing region, 
including Alaska and Hawaii, because the refuge seed is contained within the bag/container. 

The interspersed refuge can only be used by planting seed com specifically generated by 
qualified seed producers/conditioners licensed by the registrant. Insecticidal treatments 
labeled for adult CRW control are discouraged during the time of adult CRW emergence. 

The seed mix refuge option for Genuity® SmartStax® RIB CompleteTM satisfies the 
refuge requirements in alJ regions other than in the cotton-growing region where corn 
earworm is a significant pest as defined below. 

Additional refuge requirements in the cotton-growing region where corn earworm is a 
significant pest 
In the cotton-growing region where com earworm is a significant pest, as defined below, 
Genuity® SmrutStax® RIB CompleteTM requires the planting of an additional 20% structured 
refuge (i.e. 20 acres of non-Bt com for every 80 acres of Genuitl~ SmartStax® RIB 
CompleteTM planted). 

The 20% refuge must be planted with com hybrids that do not contain Bt technologies for the 
control of com rootwOJms or com borers. The refuge and the Genuity® SmrutStax® RIB 
Complete™ should be sown on the same day, or with the shortest window possible between 
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planting dates to ensure that corn root development is similar among varieties. The 
structured refuge may be planted as an in-field or adiacent (e.g., across the road) refuge or 
planted as a separate block that is within Yz mile of the Genuity® SmartStax® RIB 
CompleteTM field. In-field refuge options include blocks, perimeter strips (i.e., ships around 
the field), or in-field strips. If perimeter or in-field strips are implemented, the strips must be 
at least 4 consecutive rows wide. The refuge can be protected from lepidopteran damage by 
use of non-Bt insecticides if the population of one or more target lepidopteran pests of 
Genuity® SmartStax® RIB Complete™ in the refuge exceeds economic thresholds. In 
addition, the refuge can be protected from CR W dan1age by an appropriate seed treatment or 
soil insecticide; however, insecticides labeled for adult CRW control must be avoided in the 
refuge during the period ofCRW adult emergence. Economic thresholds will be determined 
using methods recommended by local or regional professionals (e.g., Extension Service 
agents, crop consultants). 

The cotton-growing region requiting the additional 20% refuge consists of the following 
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South 
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer, 
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of 
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood, 
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except 
the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree, 
Roberts, and Sherman), Virginia (only the counties of Dinwiddie, Franklin City, Greensville, 
Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) and Missouri 
(only the COWlties ofDunklin, New Madrid, Pemiscot, Scott, and Stoddard). 
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Corn Insects Controlled or Suppressed 

European com borer (ECB) 
Southwestern corn borer (SWCB) 
Southern cornstalk borer (SCSB) 
Com ea1worm (CEW) 
Fall armyworm (FA W) 
Stalk borer 
Lesser com stalk borer 
Sugarcane borer (SCB) 
Western bean cutworm (WBC) 
Black cutworm 

Western corn rootworm (WCRW) 
Northern corn rootwonn (NCRW) 
Mexican com rootworm (MCR W) 

Ostrinia nubilalis 
Diatraea grandiosella 
Diatraea crambidoides 
Helicoverpa zea 
Spodoptera frugiperda 
Papaipema nebris 
Elasmopalpus lignosellus 
Diatraea saccharalis 
Richiaalbicosta 
Agrotis ipsilon 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product ofMonsanto's and Dow 
AgroSciences' research programs, offeling unique genetic characteristics for specific grower 
needs and may be protected by one or more of the following U.S. patents: 5322938, 
5352605,5359142,5378619,5424412,5550318,5554798,5641876,5717084,5728925, 
5804425,6018100,6025545,6051753,6063597,6083878,6331665,6489542,6645497, 
6713063,6962705,7064249,7070982,7112665,7227056,7250501,7304206,7544862, 
7618942, 7927598, and RE39247. 

EPA Accepted: _1_1_ 
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J. Austin Burns 
Regulatory Affairs Manager 
(314) 694-6514 

June 10, 2011 

MONSA.l\ITO 
irnagine 

Document Processing Desk (PETN) 
Office of Pesticide Programs 
Biopesticides and Pollution Prevention Division (7511P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

Attn: Dr. Sheryl Reilly, Team Leader 92 

MONSANTO COMPANY 

8oo NORTH l1NOI!£RGH BlVO 

Sr. lOUIS, MISSOUI!l 6)1'}7 

h!!p:/ /www.monsanlo.com 

Subject: Application to extend the registration of MON 89034 x TC1507 x MON 88017 x 

DAS-59122-7 RIB Complete™; EPA Registration Number 524-595; non-PRIA. 

Dear Dr. Reilly: 

Please find an application for the registration extension of the plant-incorporated protectant 
MON 89034 x TC1507 x MON 88017 x DAS-.59122-7 RIB Complete 1M Insect Protected, 
Herbicide-Tolerant Corn (EPA Reg. No. 524-595) enclosed. · 

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB Complete™ was conditionally 
registered on April 8, 2011. The initial time-limited registration expires on October 31, 2011. 
During the initial registration period, Monsanto, in conjunction with Dow AgroSciences (EPA 
Reg. No. 68467-16), are providing further information supporting this product in accordance with 
the terms and conditions of registration, including an updated draft label. This current 
application request is to extend EPA Reg. No. 524-595 for a period of two years beyond the 
current expiration date based on the EPA's registration decision in the BRAD for this product 
(EPA Docket ID EPA-HQ-OPP-2011~0362-0002, April 8, 2011; p27). A subsequent registration 
extension will be requested at that time, based on the revised registration duration scheme for 
PIP products representing reduced risk for developing insect resistance (Optimum® AcreMax™ 
B. t. Corn Seed Blends BRAD; August 4, 201 0; p 19). An updated data matrix is being $lJimlied 
with this application. With the exception of the revised label to incorporate bag-tag hag-.uage 
suitable for both the corn- and cotton-growing areas as required under the current tPyt'rbs' 11.nd 
conditions, no other changes are being made to the registration conditions as part; of this 
registration extension request, and a timely review and decision is therefore requested. 

:: J .. )' 

} ' ' ;: l 

' ; : : l r 

"'RIB Complete is a trademark of Monsanto Technology LLC 

Monsanto Company 11-CR ~ 192E-2R Page 1 of) , 
) ~ .,: ; ; ; 

' 129 



Pursuant to this request, attached is a letter from Dow AgroSciences authorizing data citation 
related to Events TC1507 and DAS-59122-7. 

The documents accompanying this submission are listed in the table below. The table includes 
the classification categories «A", «B", and «C" for each document, as defined by the Agency: 

• Category «A": Materials that can be released to anyone, regardless of affiliation to a 
foreign or multi-national pesticide producer. 

• Category «B": Information can be released only to individuals that attest they are not 
employees or agents of a foreign or multi-national pesticide producer, as per FIFRA 
Section 1 O(g). 

• Category «C": Confidential Business Information that is protected from any disclosure 
indefinitely by provisions put forth by the EPA, as per FIFRA Section 10. 

A CD-ROM containing the fully releasable ("A") documents, with the exception of the data citation 
authorization letter, is provided in .pdf format. 

It is Monsanto's understanding that this request is a non-PRIA action. 

• Fee category: Non-PRIA Amendment 
• Fee category amount: $0 

) ) ~ ' 
~ J ' ) 
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Documents accompanying this application for registration 

.pdf me for 
Volume Cate2ory Document Hardcopy E-docket 
NIA A Cover letter .J .J 
NIA A Dow AgroSciences data citation letter .J 
NIA A Transmittal document .J .J 

Administrative Materials for the 
Application to Amend the Registration 
of the Plant-Incorporated Protectant, 
Bacillus thuringiensis CrylA.l 05, 
Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, 
and Cry35Abl Proteins and the Genetic 

I B Materials (Vectors PV-ZMIR245, .J 
PHP8999, PV-ZMIR39, and PHP17662) 
Necessary for their Production in 
MON 89034 X TC1507 X MON 88017 
x DAS-59122-7, With an Interspersed 
In-Field Refuge Configuration Using a 
Seed Mixture 

1 c Confidential Statement ofFonnula .J 

Should you require any additional information regarding this application please feel free to 
contact Daniel Jenkins at 202-383-2851, or myself at 314-694-6514. 

Sincerely, 

d~ 
Regulatory Affairs Manager 
Monsanto Company 

cc: Mike Mendelson, EPA/OPP/BPPD 
Russell Schneider, Monsanto 
Nicholas Storer, Dow AgroSciences 
Stephanie Burton, Dow AgroSciences 
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Dow AgroSciences, LLC 
9330 Zionsville Road 
Indianapolis, IN 46268-1 054 

AgroSciences 

May27,2011 

Document Processing Desk 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-450 I 

Ann: Dr. Keith Matthews, Esq., Director Biopesticide and Pollution Prevention Division 

LETTER AUTHORIZING DATA CITATION 

We hereby confirm that Agrigenetics, Inc. d/b/a Mycogen Seeds c/o Dow AgroSciences LLC, on behalf of itself and 
its affiliates, (collectively, "Dow AgroSciences") authorizes Monsanto Company (Monsanto) to cite, and the U.S. 
Environmental Protection Agency (EPA) to refer to, data previously submitted by Dow AgroSciences in connection 
with any of the following products: 

• Insect-protected, glufosinate-toleront maize containing the Cry1 F and PAT proteins, Event TC1507 
(DAS-01507-1); 
• Insect-protected. glufosinote-tolerant maize: containing the Cry34135Ab1 and PAT proteins, Event DAS-
59122-7 (DAS-59122-7) 

and all relevant data that Dow AgroSciences has provided EPA to support the Section 3 registration extension for 
MON 89034 x TC 1507 x MON 88017 x DAS-59122-7 Insect-Protected, Herbicide-Tolerant Com (Refuge 
Advanced™ Powered by SmartStax® I Genuity® SmartStax® RIB CompleteTM), EPA Registration Nos. 68467-16 
and 524-595. · 

This authorization shall not be construed as authorization to use or consider said data, directly or indirectly, in 
support of any application submitted by any other applicant, for an application by Monsanto for activities other than 
the registration request as described herein, or for any other regulatory entity to refer to or rely on this data. Dow 
AgroSciences does not grant permission for citation or reference of this data for any use not specifically stated 
herein, does not grant pennission for citation or reference of data (including future data) not specified herein, and 
nothing in this agreement grants pennission for the U.S. EPA to provide copies of any data to any party. 

If you require further information, please contact the undersigned at 317-337-3692. 

Best Regards, 

)~i-{i 
Gregory L. Orr, Ph.D. 
Global Regulatory Leader - Corn Traits 
Dow AgroSciences LLC 

SmartStax® multi·event technology developed by Dow AgroSciences and Monson to. 
'f,SmartStax is o registered trodemork o/ Monsanto Techuology LLC. 
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MONSANTO 00. 
TRANSMITTAL DOCUMENT 

SUBMITTED BY 

Monsanto Company 
800 N. Lindbergh Blvd. 

St. Louis, MO 63167 

REGULATORY ACTION IN SUPPORT OF WIDCH 
THIS DOCUMENT IS SUBMITTED 

Administrative Materials for the Application to Amend the Registration of the Plant­
Incorporated Protectant, Bacillus thuringiensis Cry1A.105, Cry2Ab2, CrylF, Cry3Bbl, 
Cry34Ab1, and Cry35Abl Proteins. and the Genetic Materials (Vectors PV-ZMIR245, . 

PHP8999, PV-ZMIR39, and PB.Pl7662) Necessary for their Production in 
MON 89034 X TC1507 X MON 88017 X DAS-59122-7, 

With an Interspersed In-Field R.efuge Configur(ltion Using a Seed Mixture 

EPA Registration Number: 524-595 

TRANSMITTAL DATE 

June 10, 2011 

MONSANTO REFERENCE No. 
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LIST OF SUBMITTED DOCUMENTS 

Administrative Matedals 

Volume 1. Administrative Materials for the Application to Amend the Registration of the 
Plant-Incorporated Protectant, Bacillus thuringiensis Cry1A.l05, Cry2Ab2, 
CrylF, Cry3Bbl, Cry34Abl, and Cry35Ab1 Proteins and the Genetic 
Materials (Vectors PV-ZM1R245, PHP8999, PV-ZMIR39, and PHP17662) 
Necessary for their Production in MON 89034 x TC1507 x MON 88017 x 
DAS-59122-7, With an Interspersed In-Field Refuge Configuration Using a 
Seed Mixture 

MRID Number ______________ _ 

Company Official: ~-~----~~-----......_),6..:....---=(~0;,_-_?c>_...:..l/ __ 
~Burns, Ph.D. Date 

Regulatory Affairs Manager 
(314) 694-6514 

Company Name: Monsanto Company 

Company Contact: Daniel Jenkiris, ).D., M.S. 
U.S. Agency Regulatory Affairs Manager 
(202) 383-2851 . 
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Ms. Stephanie Burton 
Associate Biotech Regulatory Manager 
Mycogen Seeds c/o Dow AgroSciences LLC 
9330 Zionsville Road 
Indianapolis, Indiana 46268-1054 

Subject: Refuge AdvancedTi\·t Powered by SmartStax® 
June 1, 2011 Application to Amend the Expiration Date 
EPA Registration Nos. 68467-16 

Dear Ms. Burton: 

The amendment referred to above, submitted in connection with registration under 
Section 3(c)(7)(A) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as 
amended, is acceptable provided that the revised expiration date for this product is November 30, 
2011. Per our discussions with Dow AgroSciences, the Agency intends to determine a longer 
tenn expiration date for this product, along \Vith other SmartStax related products, during the 
month of November. In order to facilitate this process, please submit a corresponding 
amendment application. 

Sincerely, 

Sheryl K. Reilly, Ph.D. 
Chief, Microbial Pesticides Branch 
Biopesticides and Pollution 
Prevention Division (7511P) 
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VOlLllJME 1 

Administrative Materials for the Application to Amend the Plant-Incorporated Protectant, 
Bacillus thuringiensis CrylA.105, Cry2Ab2, Cry1F, Cry3Bbl, Cry34Abl, and 

Cry35Abl Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV­
ZMIR39, and PHP17662) Necessary for their Production in 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7, 
With an Interspersed In-Field Refuge Configuration Using a Seed Mixture 

Monsanto Company 

EPA Reg. Number: 524-595 

AUTHORS 

Bradley A. Comstock 
J. Austin Burns, Ph.D. 

SUBIYl!ISSlON DATE 

June 10, 2011 

SUBMJITTHNG REGISTRANT 

Monsanto Company 
800 N. Lindbergh Blvd. 

St. Louis, MO 63167 

MONSANTO REFERENCE No. 

11-CR -192E-2R 

ll-CR-I92E-2R 
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The text below applies only to use of the data by the United States Environmental 
Protection Agency (U.S. EPA) in connection with the provisions of the Federal 

Insecticide, Fungicide, and Rodenticide Act (FIFRA). 

STATEMENT OF DATA CONFIDENTIALITY CLAilVI 

No claim of data confidentiality is being made for information contained in this 
docwnent on the basis of its falling within the scope ofFIFRA §lO(d)(l)(A), (B), or (C). 
However, a supplemental data confidentiality claim is being made for some information 
claimed herein. The applicable information has been removed to a confidential 
attachment. 

"We submit this material to the United States Environmental Protection Agency 
specifically under requirements set forth in FIFRA as amended, and consent to use and 
disclosure of this material by the EPA strictly in accordance with FIFRA. By submitting 
this material to EPA in accordance with the method and format requirements contained in 
PR Notice 86*5, we reserve and do not waive any rights involving this material that are or 
can be claimed by the company notwithstanding this submission to the EPA." 

COMPANY: Monsanto Company 

COMPANY AGENT: ~· ~t..---­
f~ ·n Bums, Ph.D. 
Regulatory· Affairs Manager 

DATE: June 10, 2011 

Monsanto Company ll-CR-l92E-2R 
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GLP COMPLIANCE STATEMENT 

The materials in this volume do not meet the requirements of the Good Laboratory 
Practice Standards, 40 CFR Part 160. This volume provides the administrative materials 
for the Application to amend the registration of MON 89034 x TC1507 x MON 88017 x 

DAS-59122-7 1nsect Protected, Herbicide-Tolerant Corn with an interspersed in-field 
refuge configuration using a seed mixture, and therefore were not developed in 
compliance with 40 CFR Part 160. 

U Submitter 
J. Austin Bums, Ph.D. 
Regulatory Affairs Manager 

Sponsor 
Jeffrey T. Bookout, M.S., M.B.A. · 
Com Regulatory Affairs Lead 

s..JWy Director 
Bradley A. Comstock 
Regulatory Affairs Manager 

Monsanto Company 11-CR-192E-2R 
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Pease rea mstructions on reverse be re completing form. d' fo Form Approve . M d 0 B No. 2070 0060 - • Approval xp1res . -E . 2 28 95 

D Registration OPP identifier 

&EPA 
United States 

~ 
Number 

Environmental Protection Agency Amendment 
Washington, DC 20460 D Other 

Application for Pesticide - Section I 
1 . Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

File Symbol 524-595 Dr. Sheryl Reilly 

Company/Product (Name) PM# ~ None 0 Restricted 
MON 89034 X TC1507 X MON 88017 X DAS-59122-7 92 

5. Name and Add1ess of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)(B)(i). my 

Monsanto Company product is similar or identical in composition and labeling to: 

800 North Lindbergh Blvd. EPA Reg. No. 

St. Louis, MO 63167 
Product Name 0 Check if this is a new add1ess 

Section -II 

l6J Amendment- Explain below. D Final printed labels in response to 
Agency letter dated 

0 Resubmission in response to Agency letter dated D "Me Too" Application. 

D Notification - Explain below. D Other - Explain below. 

Explanation: Use additional page(s) if necessary. (For Section I and Section II.) 
Application to Amend the Registration of the Plant-lncolJlorated Protectant, Bacillus thuringiensis Cry I A.I05, Cry2Ab2, Cry IF, Cry3Bbl, Cry34Ab1 
and Cry35Abl Proteins and the Genetic Materials (Vectors PV -ZMIR245, PHP8999, PV -ZMIR39, and PHPI7662) Necessary for their Production in 
MON 89034 x TCI507 x MON 88017 x DAS-59122-7, with an interspersed in-field refuge configuration using a seed mixture, to extend registration 
524-595 

Section - Ill 
1. Material This Product Will Be Packaged In: 

\ild-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

0 Yes• DYes DYes 
0 Metal 

ONo ONo ONo 
0 Plastic 

0 Glass 
* Certrfrcatfon must If "Yes· No. per- If "Yes• No. per 0 Paper 
be submitted Unit Packaging wgt. Container Packagewgt. Container 0 Other 

(Specifvl 

3. Location of Net Contents lnfonnation 4. Size(s) Retail Container 5. Location of Label Directions 

0 OnLabel 0 Label 0 Container 
Various D On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product D Lithograph D Other 

0 Paper glued 

0 Stenci.led 

Section -IV 
1. Contact Point (Complete Items directly betow for identification of individual to be contacted, if necessary, /o process this application.) 

Name Title Telephone No. (lnctude Area 
Code) Daniel J. Jenkins, J.D., M.S. U.S. Agency Regulatory Affairs 

Manager (202) 383-2851 

Certification 
t certify that the slatements 1 have made on this form and all attachments thereto are true, accurate and complete. 
t acl<nowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or 
both under applicable law. 

2. Signature 

-~ .)' 

irypmi"Name 

J. Austin Burns, Ph.D. TeL (314) 694-6514 

.. 
EPA Form 8570-1 (Rev. 3·94) PreVJous edtttons are obsolete. 

Monsanto Company 

3. Title 
Regulatory Affairs Manager 

5. Date 
June 10, 2011 

Whtte- EPA Ftle Copy (orlgmal) Yellow Applicant Copy 
ll-CR-192E-2R 

6. Date Application 

Received 

(Stamped) 

~~5 ofllO 



CONFIDENTIAL STATEMENT OF FORMULA 

{CBI Cross Reference Number l} 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours 

·-Per response for registration and 0.25 hours per response for reregistration and special review activities, including time for reading the 
1instructions and completing the necessary forms. Send comments regarding burden estimate or any other aspect of this collection of 

information, including suggestions for reducing the burden to Director, OPPE Information Management Division (2137), U.S. 

Environmental Protection Agency, 401 M Street, S.W., Washington DC, 20460. Do not send the completed form to this address. 

Certification with Respect to Citation of Data 
Applicanfs/Registranfs Name, Address. and Telephone Number: EPA Reg'1slration Number I File Symbol: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524~595 
(314) 694~6514 

Active tngredient(s) and/or representative test compound(s): Bacillus rhuringiensis CryiA.lOS, Date: 
C.cy2Ab2, CrylF, Cry3Bb I, Cry34Abl and Cry35Abl Proteins and the Genetic Materials (Vectors PV-

June 10, 2011 ZMIR245, PHP8999, PV -ZlvllR39, and PHP 17662) Necessary for their Production in MON 89034 x TC 1507 
X MON 88017 X DAS-59122-7 

General use Pattem(s) (list all those claimed for this product using 40 CFR Part 158: Product Name: 

Terrestrial field crop MON 89034 X TCI507 X MON 88017 X DAS-59122-
7 RIB Complelei'M 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not 
need to submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27). 

D 1 am responding to a Data-Call-in Nolice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form 
should be used for this purpose). 

Section 1: METHOD OF DATA SUPPORT {Check one method only} 

1 am using the cite-all method of support, and have included with I am using the selective method of support (or cile·all option under 

D this form a list of companies sent offers of compensation (the ~ the selective method}, and have included with this form a 
Data Matrix Form should be used for this purpose}, completed list of data requirements (the Data Matrix form must be 

used). 

Section If: GENERAL OFFER TO PAY 

~o 
[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements) 

1 hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA 

Section flf: CERTIFICATION 
1 certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in 

the application for registration, the form for registration, or the Data-Call-In response, In addition, if the cite-all option or cite-all option under the selective 
method is indicated in Section 1, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or 
an identical or substantially similar product, one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted 
under the data requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or 
similar composition and uses, 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that I have obtained 
the written permission of the original data submitter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) I am the original data 
submitter: (b) 1 have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the study, (d) the study is in the public literature; (e) I have notified in writing the company that submitted the study and 
have offered (i} to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c}(2)(B) of FIFRA; and (ii) to commence negotiations to 
determine the amount and terms of compensation, if any, to be paid for the use of the study. 

1 certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance with sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should I fail to produce 
such evidence to the Agency upon request. I understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in 
conformity with FIFRA. 

I certify that the statements I have made on this form and all attachments to it are true, accurate, and complete. I acknowledge that any 
knowingly false of misleading statement may be punishable by fine or imprisonment of both under the applicable law. 

s;gnaMe ~ Date Typed or Printed Name and Title 

r; w 
June 10. 2011 J. Austin Bums, Ph.D. 

Regulatory Affairs Manager 

EP>\-f""orm 8570-34 9·97 Electronic and Paper Versions available, Submit only Paper version, 

Monsanto Company ll~CR-192&2R Page 17\A-410 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregislration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), u.s. Environmental Proteclion Agency, 
401 M Street, S.W .• Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Dale: June I, 2011 EPA Reg. No./File Symbol: 524-595 I Page I of 66 I 
Applicanl'slRegistranl's Name & Address: Product MON 89034 X TCI507 X 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 MON 880!7 x DAS-59!22-7 RIB ComplcteTM 

Ingredient Bacilll!s thuringiei1Sis Cry I A. I 05, Cry2Ab2, Cry IF, Cry3Bb I, Cry34/35Ab I Proteins and Ute Genetic Materials (Vectors PV-ZMIR245, I'HP8999, PV -ZMIR39, and PHP 17662) Necessary for 
their Production in MON 89034 x TCI507 x MDN 88017 x DAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x MON-88017-3 x DAS-59122-7) 

Guideline Reference Number Guideline Sludy Name MRID Number Sub miller Status 

Adminismllivc Materials for the Application to Amend 
the Planl-lncorporatcd Protcctanl, Bacillus rhtll'ingiemis 
Cry I A. I 05, Cry2Ab2, Cry IF, Cry3Bb I, Cry34Abl, and 
Cty35Ab I Proteins and the Genetic Materials (Vectors 
PV-ZMtR245, PHP8999. PV·ZMIR39, and PHJ>I7662) · .:· 

Necessary for their Production in MON 89034 x TCl507 
x MON 88017 x DAS-59122·7, With an Interspersed In· 
l'icld Refuge Configuration Using a Seed Mixhtrc Monsanto Company OWN 

Administrative Materials for Dow AgroScicnccs' and 
Monsanto's Response to Uncertainties Raised by the 
SmartStax"' RIB Scientific Advisory Panel, Dec 8-9, 

NA 2010. 484234-00 Monsanto Company OWN 

Dow AgroScicnccs' and Monsanto's Response to 
Uncertainties Raised by the SmartStax"" RIB Scientific 

NA Advisory Patte!, Dec 8-9,2010. 484234-01 Monsanto Com)lany OWN 

Monsanto l'rotocoi/Rcfugc Assurance Program, illcluding 
Licensee Seed Conditioner's Qualification for Seed Mix 

NA Refuge Prodttcts (RIB) 48394001 Monsanto Company OWN 

lnfonnation Rcg<~rding the Manufacturing Process for a 
5% Seed Mix Refuge for MON 890311 x TC 1507 x MON 
88017 x DAS-59122-7 (Genuity® SmartStax~~>; EPA File 

NA Symbol 524-LOL) N/A Monsamo Company OWN 

Name and Title Date 

Signature SIGNATUREPAGEFOR66PAGES f.~ J. Austin Bums, Ph.D. June I, 2011 r . Regulatory Affairs Manager 
~ .. ·- - . -· .. ·-

Mousanto Company I I -CR- I 92E-2R 
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Note 

Administrative 
This Submission 

Administrative 
SUJ>porting Data 

Supporting Data 

S11pporting Data 

Supporting Data 
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y 
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Form Approved OMB No. 2070·0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washin_gton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 
401 M Street. S.W .. WashinQton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: June I, 2011 EPA Reg. No./File Symbol: 524-595 I Page 2 of 66 

Applicant's/Registrant's Name & Address: Product: MON 89034 X TCI507 X 

Monsanto Company, 800 N. L'tndbergh Blvd., St. Louis, MO 63167 MON 880 17 x DAS-59122-7 RIB Complete7M 

Ingredient Bacillus rh•trirtgiensis Cry I A.l 05, Cry2Ab2, Cry IF, Cry3Bb I, Cry34/35Ab I Proteins and the Genetic Materials (Vectors PV -Z:MIR245, PHP8999, PV -ZMIR39, and 
PHP 17662) Necessa1y for tf1eir Production in MON 89034 x TCI507 x MON 88017 x DAS-59122·7 (OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x MON-88017-3 x 
DAS-59122-7} 

Guideline Reference Number Guideline Study Name MRID Number Submitter 

Administrative Materials for rhe Application to 
Register the Plant-Incorporated Protcc.tant, Bacrllus 
rhwingren.rrs Cry I A. I 05, Cry2Ab2, Cry IF, ' 
Cry3Bbl, Cry34Abl, and Cry35Abl Proteins and 
the Genetic Materials (Vectors PV-ZMIR245, 
PHP8999, PV-ZMIR39, and PHP 17662) Necessary 
for their Production in MON 89034 x TCI507 x 
MON 88017 x DAS-59122-7, With an Interspersed 
In-Field Refuge Configuration Using a Seed 

NA Mixture 47943700 Monsanto Company 

Five Percent Seed Mix Refuge as an Insect 
Resistance Management Option for MON 89034 x 

NA TCI507 X MON 88017 X DAS-59122-7 47943701 Monsanto Company 

l11c Benefits of a 5% Interspersed In-f1cld Refuge 
NA Option for Smar1StaxTM Com 47943702 Monsanto Company 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

-·- ·-----·-- --~ -- -··-·-
Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company ll.-CR-192E-2R 

Status Note 

OWN Administrative 

OWN Supporting Data 

OWN Benefits 
Date 
June I, 2011 

Agency Internal Use Copy 

Page 19 of 110 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, s. W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for lhis collection of infOrmation is eslimaled lo average 0.25 hours per response for regislralion aclivilies and 0.25 hours per 
response for reregislration and special review aclivilies, including lime for reading lhe inslruclions and completing lhe necessary forms. Send commenls regarding the burden eslimale or any 
olher aspecl of lhis collection of informalion, including suggeslions for reducing lhe burden lo: Direclor, OPPE Information Managemenl Division (2137}, U.S. Environmenlal Proleclion Agency, 
401 M Slreel, S.W .• Washinalon. DC 20460. Do nol send lhe form lo lhis address. 

DATA MATRIX 
Date: June I, 20 II EPA Reg. No.lfilc Symbol: 524-581 I Page 3 of66 

Applicam's/Rcgislranl's Nanw & Address: ProdUCI: MON 89034 X TC 1507 X MON 88017 X 

Monsanto Company, 800 N. Lindbergh Blvd., Sl. Louis, MO 63167 DAS-59122-7 

lngrcdicnl Bacillwuhurftrgiensis Cry I A.l 05, Cry2Ab2, Cry IF, Cry3Bb I, Cry34Abl, and Cry35Ab I l>rotcins and lhe Genclic Materials (Veclors PV-ZMIR245, PHP8999, PV-ZMIR39, 
and NIP17662) Necessary for their Production in MON 89034 x TCl507 x MON 88017 x DAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x MON-88017-3x 
DAS-59122-7) 

Guideline Reference Number Guideline Stu!ly_ Name MRlD Number Submiucr 

Goodwin, B.K., Marra, M.C, and N.E. Piggolt. 2009. 
fann-Lcvcl Benefits of a Refuge Rcduclion for 
SmartStax n.'. A report from All:li·Analytics, lnc. N/A Monsanto Corupauy 

Bums, J.A. 2009. The Benefits of Refuge Reduction to 
5% for SmartStax Com 47943702 Monsamo Colllj)_any 

Bums, J.A. 2009. Response to U.S. EPA BPPD Letter,·· 
Dalcd March 19, 2009 Regarding Applications to Rcgislcr 
MON 89034 xTCl507 x MON 880(7 x DAS-59122-7 
EPA File Symbols: 524-LlR (MON); D-395123 (DAS). N/A Monsanlo Company 

Bogdanova. N., J.A. Bums, G. Head, cl. al. 2009. 
Condition of Rcgist<ation for MON 89034 x TC I 507 x 

MON 88017 x DAS-59l22·7lnscct·protcctcd and 
Herbicide Tole< ant Com: Compliance Assurance Plan 47883601 Monsanto Company 

Bogdanova, N., J. Carden, J. Lambert, ct. al. 2009. 
Educational Materials and Informal ion oflRM 
Rcquircmcnls Provided by Monsanto Company to 
Growers oflvfON 89034 x TCl507 x MON 88017 x 
DAS-59122· 7 lnscct-prolcctcd and Herbicide Tolcranl 
Com 47883602 Monsanlo Company 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

Regulal()_ry Affairs Manager 

EPA Form 8570-35 (9-97} Eleclronic and Paper versions available. Submit only Paper version. 

Monsanto Company ll-CR-192E-2R 
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Supporting 
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Date 
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oEPA 
Fonn Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimaled to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregislration and special review activities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE lnfonnation Management Division (2137). u.s. Environmental Proteclion Agency, 
401 M Street, S.W .• Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: June I, 20 II EPA Reg. No./Filc Symbol: 524-581 I Page4 of66 

Applieant's!Rcgistrant's Name & Address: Product: MON 89034 X TCI507 X MON 88017 X 

Monsanto Cotnpany, 800 N. Lindbergh Blvd., St. Louis, MO 6316 7 DAS-59122-7 
Ingredient Bacil!11s thuringiensis Cry I A.I05, Cry2Ab2, Cry IF, Cry3Bbl, Cry34Abl, and C•y35Ab I Proteins and tlte Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, 
and PHP17662) Necessary for their Production in MON 89034 x TCI507 x MON 88017 x DAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x MON-88017-3x 

J DJ\S-59122-7) 

Guideline Reference Number Guideline Study Name MRtD Number Snbmillcr 

Head, G., W. Moar, and N. Storer. 2009. lnsccl · 
Resislance Monitoring and a Remedial Action Plan for 
MON 89034 x TCI507 x MON 880t7 x DAS-59122-7 
lnseCI:JXotcctcd and Herbicide Tolcralll Com 47883603 Monsanto Con}t><~ny 

Keller,P. 2011. Annual Sales Report for MON 810: 
MON 863, MON 863 x MON 810, MON 88017, 
MON 88017 )( MON 810, MON 89034, MON 88017 X 

MON 89034, and MON 88017 x MON 89034 x TCI507 
X DAS-59122-7 48367801 Monsanto Company 

Submission ofPcstieidc Usc D<lla in Support of the. 
Registrations of MON 810, MON 863, MON 863 x 
MON 810, MON 88017, MON S8017 X MON 810, 
MON 89034 (X NK603), MON 89034 X MON 88017, 
MON 89034 X TCI507 X MON 880t7 X DAS-59122-7 48367800 Monsnnto Com))<lny 

Zahora, A. and P. Keller. 2011. 2010 Insect Resistance 
Management Compliam.:e Assurance Program Report for 
MON 89034 x TCI507 x MON 88017 x DAS-59122·7 
Insect-protected and Herbicide Tolerant Com · 48367901 Monsanto Conljl_any 

Submission of Efficacy Data in SuppO<I of the 
l~egistration ofMON 89034 x TCIS07 x MON 88017 x 

DAS-59122-7 48369700 Monsanlo Company 

Signature Name and Title 
Sec Page 1 for Sign~turc 1. Austin Bums, Ph.D. 

Regulatory Affairs Manage•· 

EPA Form 8570-35 (9-97} Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company ll-CR-192E-2R 

Slatns Note 

Terms and 
OWN Conditions 

Terms and 
OWN Conditions 

Terms and 
OWN Conditions 

OWN IRM 

Product 
OWN Characterization 

Date 

June 1,2011 

Agency Internal Use Copy 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activilies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of informalion, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington, DC 20460. Do not send the form to lhis address. 

DATA MATRIX 
Date: June I, 20 II EPA Reg. No./Filc Symbol: 524-581 l Page 5of66 

Applicant's/Rcgistrant's Name & Address: Product: MON 89034 X TCI507 X MON 88017 X 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 DAS-59122-7 

Ingredient Bacillus tlturingiensis Ctyl A.l 05, Cry2Ab2, Cry IF, CJY3Bb I, Cry34Abl, a11d Cry35Ab I Proteins and tlte GeHctic Materials (Vectors PV -ZMIR245, PHP8999, PV -ZMIR39, 
and PHPI7662) Neccssaty for their Productiott in MON 89034 x TCI507 x MON 88017 x DAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x MON-88017-3x 
DAS-59122-7) 

Guideline Reference Number Guideline Study Name MRID Nutnbcr Submitter Status Note 
Head, G., M. Carroll, L. Stork, ct. al. 20 II. Com 
Roolworm Adult Emergence from MON 89034 x 

TCI507 X MON 88017 X DAS-59122-7, MON 88017, 
DAS-59122-7, and Non-Bt Com with Various Egg 
Densities in 2010 U.S. flicld Trials 48369701 Monsanto Comtlany OWN IRM 
Administrative Materials for the Application to Register 
the Plant-lncorpomtcd Protcctant, Bacillus.rhllrillgiensis 
Cry lA.! OS, Cry2Ab2, Cry IF, Cry3Bbl, Cry34 and 
Cry3S Proteins and the Genetic Materials (Vectors PV · I 
ZMIR245, PHI'8999, PV-ZMIR39, aitd PHPI7662) 
Necessary for their Production in MON 89034 x TC 1507 
X MON 88017 X DAS-59122-7. Monsanto Company OWN Administrative 

Bums, J.A. 2008. Hmnau Health a11d Environmental 
Assessment of the Plant-Incorporated Protcctant B!lcill<rs 
rlnningiensis CryiA.IOS, Cry2Ab2, Cry! F. Cry3Bbl, 
Cry34Ab I, and Cry35Ab I Proteins l'roduccd in the 
Combiucd Trait Com Product MON 89034 x TCt 507 x 
MON 88017 x DAS-59122-7. Mousanto Technical Product 

885.1100 Report MSL0021223. 47444901 Monsanto ConlJ)_any OWN Characterization 
Rice, J.F. 2008. Summary ofSouthem Blot Analyses to 
Continn the Presence ofMON 89034, TCI507, MON 
88017, antl DAS-59122-7 in the Combined Trail Com 
t>roduct MON 89034 x TCIS07 x MON 88017 x DAS· Product 

885.1100 59!22-7. Monsanto Technical Report MS!-0021265. 47444902 Monsanto Company OWN Characterization 

Taylor, J.P., J.R Groat, and J.D. Masucci. 2007. Southern 
Blot Analyses to Confirm the Presence of MON 89034 
and MON 88017 in the Combined Trait Com Product 
MON 89034 X TCIS07 X MON 88017 X DAS-59122-7. l'roduct 

885.1100 Mousauto Technical Report MSL0020682. 47444903 Mon~anto Compauy OWN Characterization 

Signature Name and Title Date 

See Page l for Signature J. Austin Bums, Ph.D. Junel,2011 

~- -- -- -~-- -- --- -- --- -- - ~gulatory Affairs Manag_er __ -- -- ---- ---
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company II-CR-192E-2R 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this colleclion of informalion is estima!ed Jo average 0.25 hours per response for registration aclivilies and 0.25 hours per 
response for reregistralion and special review activities. including time for reading the ins!ruclions and compleling the necessary forms. Send commenls regarding !he burden estima!e or any 
other aspecl of this collec!ion of informalion, including suggeslions for reducing the burden lo: Director, OPPE lnforma!ion Managemenl Division (2137), U.S. Environmental Proteclion Agency. 
401 M Slreet, S.W., Washington, DC 20460. Do not send !he form to this address. 

DATA MATRIX 
Date: June I, 20 II EPA Reg. No./Filc Symbol: 524-581 1 rage 6 of66 

Applicaut's/Rcgistl'ant's Na111e & Address: J>roduct: MON 89034 X TCI507 X MON 88017 X 

Monsan!o Company, 800 N. lindbergh Blvd., St. Louis, MO 63167 DAS-59122-7 
Ingredient Bacillm thuringrensrs Cry I A.l 05, Cry2Ab2, Cry IF, Cry3Bb I, Cty34Abl, and Cry35Abl Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, 
and PHP 17662) Necessa1y for their Production in MON 89034 x TCI507 x MON 88017 x DAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x MON-88017-3x 
DAS-59!22-7) 

Guideline Reference Number Guideline Study Name MRfDNumbcr Submiucr S!aiUs Note 
Schatcr, B. W., C.Q. Cia, and S.K. Embrey. 2008. 
Southern Blot Analyses to Conf1m1 the Presence of 
TC 1507 and DAS-59122-7 in the Combined Trait Corn 
Product MON 89034 x TC!507 x MON 88017 x DAS· Product 

885.1100 
59!22-7. Dow AgroScicnccs Study !D 071179. 47444904 Monsanto Company OWN Charactcri7.atiou 

Murphy, J.A. and J.S. McCinin. 2008. Summary of'. 
Cry!A.I05, Cry2Ab2, CryiF, Cry3Bbl, CP4 EPSJ>S, 
Cry34Abl, Cry3SAb land PAT Protein Levels in the 
Combined Troit Com Pl'oduct MON 89034 x TC!507 x 

MON 880!7 x DAS-59122-7 Produced in US Field Tl'ials 
Product 

885.1100 
in 2006. Monsanto Technical Report MSL002!266. 

47444905 Monsanto Co111pany OWN Char~ctcl'izatiou 

Stilhvcll, L. and A. Silv;~novich. 2007. AsSC$Smcnt of 
Cry! A.l05, Cry2Ab2, Cry3Bbl, and Cr4 EPSPS Proteiu 
Levels in the Combined Trait Com Product MON 89034 
x TC!507 x MON 88017 x DAS-59!22-7. Monsanto Production 

885.1100 Technical Report MSL0021070. 47444906 Monsanto Coumany OWN Characterization 
!'hi !lips, A.M. 2008. Cry:'l4Abl, Cry35Abl, Cry I F. and 
PAT Protein Levels in Hybrid Maize TCI507, DAS-
59!22-7,MON 89034 )( TCI507 X MON 88017 X DAS-
59!22-7, and a Conventional Control from the Monsanto 
2006 Production Plan 06-0 l-52-04. Dow AgroSeicuccs J>roduct 

885.1100 sn.dy 10 06!026.06. 4744•!907 Monsanto Comp11ny OWN Characterization 

Levine, S. 2008. Studies Pcrfonncd to Evaluate the 
Potential for lntcmetious mnoug Cry Proteins Produced 

Environmental by MON 89034 x TC !507 x MON 880!7 x 
Assessment 

N/A DAS-59122-7. Monsanto Technical Report MSL002!267. 47444908 Monsanto Company OWN 

Signalure Name and Title Dale 
See Page 1 for Signature J. Austin Bums, Ph.D. June I, 2011 

Regulatory Affairs Manager 
EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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I &EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAl PROTECTION AGENCY 
401 M Street, S. W. 

Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review aclivities, including time for reading the inslructions and completing the necessary forms. Send comments regarding !he burden estimate or any 
olher aspect of this collection of information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinqton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Dntc: June I, 20 ll EPA Reg. No.tfilc Symbol: 524-581 1 Page 7 ol"66 

Applicant's!Rcgistrant's Name & Address: Product: MON 89034 X TCI507 X MON 880!7 X 

Monsanto Company, 800 N. Lindber~h Blvd., St. Louis, MO 63167 DAS-59122-7 
Ingredient Bcacilhr.etlmringien.eis Cry l A.105, Cry2Ab2, Cry l F, Cry3Bb l, Cry34Ab I, and C•y35Ab I Proteins and tbc Gcuetic Materials (V cctors PV -ZMfR245, PHP8999, PV -ZlVHR39, 
and PHP!7662) Necessary for their Production in MON 89034 x TC!507 x MON 88017 x DAS-59!22-7 (OECD Unique fdentifier: MON-89034-3 x DAS-0!507-l x MON-88017-3x 
DAS-59122-7) 

Guideline Reference Number Guideline Study Name MRIDNumbcr Stabmiucr 

MacRae, T. 2008. Evalualion of Potcnlial for Interaction 
Between the Bad/Ius t/mringiemis Cry3BI>I, Cry34Ab I, 
and Cry35Abl Proteins. Monsanto Technical Report 

N/A 
MSL0020554. 47444909 Monsanto Compauy 
Levine, S. 2008. Evaluation of the Potential for 
hucractions among Cry Proteins Produced by MON 
89034 X TC!507 X MON 88017 X DAS-:59122·7 by. 
Insect Bioassay. Monsanto Technical Report 

NIA MSL002 II 04. 47444910 Monsanlo Comt>any 
Head, G. an~ N. Storer. 2008. Insect Rcsis1an'cc 
Management Plan for MON 89034 xTCI507 x · 
MON 88017 x DAS-59122-7. Monsanto Technical 

NIA Report MSL0021285. 47444911 Monsanto Company 

Levine, S. and J. Hucsing. 2008. Endangered Species 
Impact Assessment for 1hc Combined Trail Com Producl 
MON 89034 X TCI507 X MON 88017 X DAS-59122-7. 

NIA Monsanto Tcchuical Report MSL002126-8. 47444912 Monsanto Company 
Paradise, M. 2008. Evaluation ofPotcn1ial Dietary Ellects 
of Pollen from the Combiucd Trait Corn Product MON 
89034 x TCI507 x MON 88017 x DAS-59122-7 on the 
Lndybird Bccllc Colcomegillamaculara (Colcoptcrn; 
Coccincllidac). Monsanto Technical Report MSL 

885.4340 0021036. 47444913 Monsauto Company 

Signature Name and Title 
See Page I for Signature J. Austin Burns, Ph.D. 

- -~ -- --~ -~ -- ---- Regulatory Affairs Mana_g_cr __ 
EPA Form 8570-35 (9-97} Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company ll-CR-192E-2R 

Status NOIC 

Enviromncmal 
OWN Assessment 

Environ menial 
OWN Assessment 

OWN IRM 

Eowironmcaual 
OWN Assessment 

Envi romncnla! 
OWN Assessment 

Date 
June l, 2011 

L_ 

Agency Internal Use Copy 
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Form Approved OMB No. 2070-0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading I he instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., WashinQton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 20 II EI'A Reg. No.IFilc Symbol: 524-575 1 Page g ol'66 

Applicanl's/Rcgistrant's Nan1c & Address: 

Monsanto Company, 800 N. Lindber_gh Blvd., St. Louis, MO 63167 Product: MON 89034 

Ingredient Bacilllrs thrwingiensis Cry I A.l 05 and Cly2Ab2 Proteins and the Genetic Material (Vector PV -ZMrR245) Necessary for their ProdHction in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guidcliuc Reference Number Guideline Study Name MRIDNumbcr Submiucr 

Updated Compliance Assurance Piau, Educational 
Materials, tRM Monitoring, and a Remedial Action Piau 
tbr MON 89034 (EPA Reg. No. 524-575) and 
MON 89034 x MON 88017 (EPA Reg. No. 524-576) 
Insect-Protected and Hcrbicidc-Tolcrallt Com 483696-01 Monsanto Company 

Annual Sales Report for MON 810, MDN 863, MON,ll63 
x MON 810, MON 88017,MON 88017 x MON 810;. 
MON 89034, MON 88017 x MON 89034, and 
MON 88017 X MON 89034 X TCI507 X DAS-59122-7 
(EPA Reg. Nos. 524-489, 524-528, 524-545,524-55 I, 
524-552, 524-575, 524-576, nnd 524-58 I) 483678-0t Monsanto Company 

Euhanccd lnscc1 Resistance ManagC!JlCnl Compliance 
Assurance Program for Corn Borer Protected Bt Com, 
Com Roo1worm-Protcc1cd Bt Corn, and Com Borer I 
Com Root worm ProJected Stacked Bt Com .. 483751-01 ABSTC 

Baseline Assessment of Bl Susccplibility of Com 
Earworm, llelicove1pa zea, to Cry I A.I05; 2009 
Collcctious and Assays (Lang, B. 20 10) 48207401 Monsanto Company 

Baseline Susceptibility of the European Corn Borer, 
Osrri11ia nubilasi.v, to CryiA.I05 and Cry2Ab2 Bt 
Proteins (Siegfried, B. and Spencer, T. 20 10) 48207402 Moasunto Company 

2010 Insect Resistance Mauagcmcnt Compliance 
Assmaucc Pro.b'Tlltn Rq10rt for Com Borer Protected Bt 
ComMON 89034 (EPA Rei!.. No. 524-575) Monsanto Company 

Signature Name and Title 
See Page l for Signature J. Austin Bums, Ph.D. 

Regulatory Affairs Manager 
-
EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submit only Paper vers1on. 

Monsanto Compaoy I I-CR-l92E-2R 

Slatus Note 

Terms& 
OWN Conditions 

Terms& 
OWN Coadi1io11s 

Terms & 
OWN Conditions 

IR.M-
Condition of 

OWN Rc~:istration 

IRM-
Condilion of 

OWN RcRistration 

JRM-
Condition of 

OWN Rcgis1ro1ion 

Date 
June l, 20 ll 

Agency Internal Use Copy 
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Form Approved OMS No. 2070·0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washin_gton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the inslructions and completing the necessary forms. Send comments regarding the burden eslimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2 t37), U.S. Environmental Protection Agency, 
40t M Street. S.W., Washinqton, OC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: June I, 20 II EPA Reg. No./Filc Symbol: 524-575 1 Page 9 of66 

Applicant's/Rcgistrant's Name & Address: 

Monsanto CotnQ_any, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
lngrcdicm Bacillus tlwr·rngiensis Cry I A.l 05 and Cry2Ab2 Proteins and tltc Genetic Material (Vector PV -ZMJR245) Necessary for their Production in MON 89034 (OECD Unique 

Identifier: MON-89034-3) 

Guideline Rclcrencc Number Guideline Stody Name MRID Number Submitter 

Baseline Susccp1ibili1y ofSou1hwcs1cm Com Borer, 
Diarmea g>·nndiosella, to Cry IA.I05 nmd Cry2Ah2 Bt 
Proteins (_Song, Q., Sun, Y. and Wanl!, Q. 2009) 48207403 MousaniQ Co111pauy 

Annual Sales report for MON 810 {EPA Rcg.No.524-
489), MON 863 (EPA Reg. No. 524-528), MON 863 x. 
MON 810 (EP~ Reg. No. 524-545), MON 8.8017 {EPA 
Reg. No. 524-551), MON 89034 {EPA Reg. No. 524-575) 
and MON 89034 x MON 88107 {EPA Reg. No. 524-576) 479614-01 MQnsanto Company 

Updated Compliance Assurance Plan, Educational 
Materials, IRM Monitoring. and a Remedial Action l'lan 
for MON 89034 and MON 89034x MON 880171nscct-
Protected aud Herbicide-Tolerant Com (Keller, P. 2011) 479033501 Monsa1110 CQmpany 

Supplcmcntallnfonnalion for MRID No. 46951402 
"Amended Rcporl for MSL-20072: Molecular analysis of 
Com MON 89034". 471275-03 Mousmllo Company 

Supplcmcruallnformatioll for MRID No. 46951403 
"Assessment of the Cry I A.I05 and Cry2Ab2 Protein 
Levels in Tissues of lnscci-Protcctcd ComMON 89034 
Produced in 2005 U.S. Field Trials". 471275-05 Monsauto Company 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

---- ----- ----- Regulatory Affairs Manager 
--

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company l l-CR-192E-2R 

Status Note 

IRM· 
Condition of 

OWN Registration 

Tcnns & 
OWN Conditions 

Condilions or 
OWN Rc_gistration 

Product 
OWN Characterization 

PrQduct 
OWN Characlerization 

Dale 

June 1, 2011 

Agency Internal Use Copy 
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Form Approved OMB No. 2070-0060 

&EPA UNITED STATE$ ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of I his collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date; June I, 2011 GPA Reg. No./File Symbol: 524-575 1 Page !0 of66 

Applicant's/Rcgistrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
lngrcdienl Bacillus tlruringtensrs Cty I A.l 05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Nccessaty for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Study Name MR!D Number Submitter 

Bogdanova, N.N. 2006. Human Health and 
Environmental Assessment of the Plant-Incorporated 
Protcctant Badlltts rhttrittgiensrs Cry I A. to5 and 

885.1100 Cry2Ab2 Prolcins Produced in Com MDN 89034. 4695!4-01 Monsanto Company 

Rice, J.F., B.J. Wolff, J.R, Groat, N.K. Scanlon, J.C. 
Jctmings,nnd J.D. Masucci. 2006. Amended Report for 
MSL-20072: Molecular Analysi.~ of ComMON 89034. 

885.!100 Monsanto Technical Report MSL-20311. 469514-02 Monsanto Coanpany 

Bartmamt, A.J., K.E. Niemeyer, and A. SilvaltovidJ. 
2006. Assessment of the CrylA.I05and Cry2Ab2 
Protein Levels in Tissues of lnscct-l~rotcctcd ComMON 
89034 Produced in 2005 U.S. field Trials. Monsanto 

885.!100 Technical Report MSL-20285. 469514·03 Monsatllo Company 

Karunanandaa, K., J.J. Thorp, M.E. Ooley. S.L. Levine, 
and A. Silvanovich. 2006. Charnctcrizalion of the 
Cry2Ab2 Protein Purified fro10 the Corn Grain of MDN 
89034 and Comparison oftttc Physicochemical and 
Functional Properties of the Plant-Produced and H. coli-
Produced Cry2Ab2 Proteins. Monsanto Technical Rcpon 

885.1!00 MSL-20071. 469514-04 Mottsanto Company 

Signature Name and Title 
See Page 1 for Signature J. Austin Burns, Ph.D. 

Regulatory Affairs Manager 
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper versron. 

Monsanto Company l1-CR-192&2R 

Status Note 

Product 
OWN Characterization 

Pl'oduct 
OWN Charactcri:~.alion 

Product 
OWN Characlcrizatiolt 

Product 
OWN Characterization 

Date 
June l, 2011 

Agency Internal Use Copy 
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oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approved OMB No. 2070-0060 1 

401 M Street, S.W. 
Washington, D.C. 20460 I 

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistralion and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing !he burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Proteclion Agency, 

I 

401 M Street. S.W., Washington. DC 20460. Do not send the form lo this address. 

DATA MATRIX I 
Date: Jtmc I, 2011 EPA Reg. No./Filc Symbol: 524~575 JPagc II of66 _· 

Applicant's/Rcgistmnl's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient Bacil/zrs thuringlensis Cry IA.I05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Study Name MRtDN11mbcr Submitter 

Levine, S.L. and J. Uffman. 2006. Evaluation of the 
f-unctional Equivalence of the Cry2Ab2 Protein Produced 
in E. Colt and Bt Against a Sensitive Lepidopteran 

885.1100 Sp_ccics. Monsanto Technical Report MSL-20132. 469514-05 Monsanto Company 

Ricc,J.F., BJ. Wolff,J.C. Jennings. and J.D. Masucd. 
2005. Summary ofSouthcm Blot Analysis ofMON . 
89034 and MON 89597 Com. Monsanto Tcchniclll 

885.1100 Report MSL-20068 466945-01 Monsanto Com~>_any 

Gocnz, B., T. Ganguly, J. Lee, T. Lee, and !!.A. Rice. 
2005. Charactcri:i'.ation of the Cry I A. lOS Protein 
Purified from 1hc Com Grain ofMON 89034 and 
Comparison of the Physicochemical and Functional 
PI"Opcrtics of Ute Plant-PI"oduccd and E.co/i-Produccd 
Cry I A. lOS Prolcins. Monsan1o Technical Report MSL-

885.1100 19960. 466946·04 Monsanto C01llj)llny 

Supplcmcmallnformation fbr MRID No. 46951402 
"Amended Report for MSL-20072: Molecular analysis of 
ComMON 89034". 471275-03 Monsan1o Company 

Supplemental Information for MRID No. 46951403 
''Assessment of the CryiA.I05 and Cry2Ab2 Protein 
Levels in Tissues of Insect-Protected Com MON 89034 
Pl"oduccd in 2005 U.S. field Trials". 471275-05 Monsanto Company 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

--- -- --- --- -- -- --- - -- -- Rc_gulatol)" Affairs Manag_er _ 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper verston. 

Monsanto Company I 1-CR -192E-2R 

Status Note 

Product 
OWN Charoctcrization 

Product 
OWN Characterization 

Product 
OWN Characterization 

Prod11ct 
OWN Charactcrizal ion 

Prod11ct 
OWN Characterization 

Date 
June 1, 20 II 

- - - -·-
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Washington D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for I his collection of information is estimated to average 0.25 hours per response for registration aclivilies and 0.25 hours per 
response for reregistration and special review activilies, including lime for reading !he instructions and completing !he necessary forms. Send comments regarding the burden estimate or any 
other aspect of !his collection of information. including suggestions for reducing !he burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 
401 M Street, S.W., Washil}glon, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: June I, 20 II Ef'A Reg. No./Filc Symbol: 524~575 JPngc 12 of66 

Applicant's/Rcgistraut's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Prodttct: MON 89034 
Ingredient Bacr/lrrt thuringiensi.5 Ctyl A.l 05 a~td Cry2Ab2 Proteins ami the Genetic Material (Vector PV -ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Study Name MR!D Number Submiucr Slatlts Note 

Bogdanovn, N.N. 2005. Structural and functional 
Similarity ol' 11\C Cry! A.l05 Protein to Cry I A Clnss of 

Producl Baei/lw; rlmringiensi.v Proteins. Monsanto Technical 
885.1100 Report 05-RA-62-0l. 466946-01 Monsa1110 Compnuy OWN Charactcrizalion I 

Oudin, Y.A and P. Chinnndurai. 2005. Qualitalivc 
Dclcction Method for the Cry2Ab2 Protci11 in Com Leaf 
and Seed of MON 89034 and MON 89597. Monsmuo 

860.1340 Tcchuical Report 05-RA-39-04. 

Bonucuc, K.L. 2006. Au acute oral toxicity study iu 
mice willt Cry2Ab2 protein. Mousan1o Sn•dy CR0-2005-

885.3050 049. 

Kapadia, S.A. and E. A. Rice. 2006. Assessment of the i>> 
vitro Digestibility of the Cry2Ab2 Protein in Simulated 

885.1!00 Gastric Fluid. Monsanto Tcchuicat RCI,lort MSL-19931. 

Kupadia, S. and E.A. Rice. 2005. Assessment of the in 
virm Digestibility ot'lhc Cry I A.l 05 Protciu in Simulated 

81!5.1100 lniCMinal Fluid. Monsanto Technical RcPOrl MSL-!9930. 

Signature 
See Page I for Signature 

--~--·- ----- ----- --~~ ---~ 

EPA Form 8570-35 (9·97) Eleclronic and Paper versions available. Submit only Paper version. 

Monsanto Company 

466945-03 Mousanlo Company 

469514-06 Mousanto Company 

469514-07 Monsanto Company 

469514-08 Monsanto Comoonv 

Name and Title 
J. Austin Bums, Ph.D. 

- ~__g__tdatory Al'fairs Manag_er __ 

li-CR-192E-2R 

l 

Product 
OWN Charactcrizal ion 

Human Hcallh 
OWN Asscsslllcnl 

Human Health 
OWN Assess men I . 

Human Health 
OWN Assessment 

Date 
Junel,2011 
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Paperwork Reduction Act Notice: The public reporting burden fo< this collection of information is estimated to average 0.25 hours per response for registralion activi!ies and 0.25 hours per 
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other aspect of this collection of information. including suggeslions for reducing I he burden to: Director, OPPE Information Management Division (2137), u.s. Environmenlal Protection Agency, 
401 M Street. S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: June I, 20 II EPA Reg. No./Filc Symbol: 524-575 j Pagcl3of66 

Applicant's!Rcgistrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis MO 63167 Product: MON 89034 

Ingredient Bacillus tlrwingien:ris CryiA.I05 and Cty2Ab2 Proteins and tltc Genetic Material (Vector PV-ZMIR245) Neccssaty for their Production in MON 89034 (OECD Unique 
[dentificr: MON-89034-3) 

Guideline Reference Number Guideline StudY Name MRIDNumbcr SubmiHcr Status Note 

McCoy, R.L. and A. Silvanovich. 2005. Bioinformatics 
Analysis of the Ctyl A.!OS Protein Utilizing the ADS, 
TOXINS, and ALLPEI'TIDES Databases. Monsanto Hu111an Health 

88S.I!OO Tecltnical Report MSL-!9686. 466946-0S Monsanto Com1>any OWN Assessment 

Tho!]>, J.J. aud M.E. Goley. 2006. Assessment of the in 
vitra Digestibility of the Cry2Ab2 Protein in Simulated Hu111an Health 

885.1100 Intestinal l'luid. Monsanto Technical Rcp_orl MSL-!9938 469SI4-09 Monsanto Contpauy OWN Assessment 

McClain, J.S. and A. Silvanovich. 2006. Bioinfonnatics I 

Evaluation of the Cry!A.l05 Protein Utilizing the AD6, 

I 
TOXINS, and ALLPEI'TIDES Databases. Monsanto 1-luman Health 

885.!100 Technical Report MSL-203SI. 469SI4-!0 Monsnnlo Company OWN Assessment 

Kapadia, S.A. and E.A. Rice. 200S. Assessment ot' the in 
virro Digestibility of the Cry I A.! 05 Protein in Simula!cd Human Health 

I 885.!!00 Gastric Fluid. Monsamo Technical RelJ()rt MSL-19929. <166946-06 MousalltO Company OWN As~cssmcnt 
. 

Galey, M.E. and J.J. Tltorp. 2005. lmmunodctcction of 
Cry2Ab2 and CryiA.IOS P1otcins in Com G<ain from 
MON 89034 Following Heat Treatment. Monsanto Human Health 

885.1100 Technical Report MSL-19899. 466946-07 Monsanto C01npany OWN Assessment 

Bon neue, K.L. 200S. An Acute On1l Toxicity Study in 
Mice with Cry!A.IOS Protein. Monsanto Study CRO· Hnmau Health 

885.3050 2005-050. 466946-03 Monsanto Company OWN Assessment 

Signature Name and Title Date 

See Page 1 for Signature J. Austin Bums, Ph.D. Jlme I, 2011 

--- -·- ---- --- -- ---- ---- --~ ---- --~~gulatory Affairs Malla~r _ --- ---~ --~--·- --
EPA Form 8570·35 (9-97) Electronic and Paper versions available. Submit only Paper version. 
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Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of informa!ion is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistralion and special review activilies, including time for reading I he ins!ructions and completing the necessary forms. Send comments regarding the burden estimale or any 
other aspecl of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W .. Washing!on, DC 20460. Do not send the form to this address. 

DATA MATRJX 
Date: June I, 20 II EI'A Reg. No./Filc Symbol: 524-575 J Page !4 o!'66 

Applicanl's/Rcgistnmt's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
lnycdicnl Bacillus !lwri.ngrensis Cry I A.!OS and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessaty for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Rcfcrcm:c Number G11idclinc Study Name MRIDNumbcr S11bmiucr Status Note 

McClain. J.S. and A. Silvanovich. 2006. Bioiuformlltics 
Analysis of the Cry2Ab2 Protein Utilizing lhc AD6, 
TOXINS, and ALLPBPTIDES Databases. Monsanto Human Hcallh 

!185.1100 Technical Rcpon MSL-20307. 4695!4-!! Monsanto Company OWN Assessment 

Davis, S.W. 2006. Comparison of Broiler l;crformancc 
and Carcass l'aramctcrs When Fed Diets CorHaining 
MON 89034, Control or Commercial Com. Monsanto Human 1-lcallh 

I 885.4050 Sn1dy 05-01-50·! 3. Amended Report. 4695!4-12 Monsanto Company OWN Assessment 

MacRae, T.C., C.R. Brown, and S.L. Levine. 2006. 
Spectrum of Insecticidal Activity o( Bad/htY rh~tf'illgiensis 
Cry!A.!05 Protein. Monsanto Technical Report MSL· Environmental 

I N/A 20230. 469514-!3 Monsanto Company OWN Assessment 

MacRae, T.C., C.R. Brown, 11nd S.L. Levine. 2006. 
Spectrum of Insecticidal Activity of Baci/lw; rhttringiellsis 
Cry2Ab2 Protein. Monsanto Technical Rcporl MSL- Environmental 

N/A 20229. 4695!4-!4 Monsanto Company OWN Assessment 

Headrick, J.M., 0. Heredia, 1.0. Oycdiran, and T.T. 
Vaughn. 2006. Asscssmcut oflhc Efficacy ~f 
Lcpidoplcran-protcctcd Corn MON 89034 and MON 
89597 Against Major !nsccl Pests in United Stales, Puerto 
Rico and Argentina During 2003-2004 Seasons. Enviromncnlal 

N/A Monsanto Technical Report 05-RA-39-05. 4695!4-15 Monsanto Company OWN Assessment 

Signatme Name and Title Date 

Sec Page 1 for Signature J. Austin Burns, Plt.D. June I, 2011 
Regulatory Affairs Manager ---- ---- --- ---

EPA Form 8570·35 (9-97) Electronic and Paper versions available. Submi! only Paper yersion. 
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Washington, D.C. 20460 
Paperwork Reduction Act No! ice: The public reporting burden for this collection of information is estimated !o average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review aclivi!ies, including lime for reading !he instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of !his collection of information, induding suggestions for reducing the burden to: Director, OPPE lnfonna!ion Management Division (2137), U.S. Environmental Protection Agency. 
401 M Street. S.W., Washington, DC 20460. Do not send the form lo this addtess. 

DATA MATRIX 
Oatc: Juue I, 2011 EPA Reg. No.!Filc Symbol: 524-575 1 Page 15 of 66 

Applicanl's/Rcgistrnnt's Name & Addtcss: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 P.-od!ICt: MON 89034 
Ingredient Bacrl/us rhm·{ngrem·is Cry I A.!OS aud Cry2Ab2 Proteins aud the Genetic Material (Vector ?V-ZMIR245) Necessary for !heir Production in MON 89034 (OECD Unique 
Identif1cr: MON-89034-3) 

Guideline Rcfctcncc N11mbcr Guideline Study Name MR!DNmnbct Submittct 

Teixeira, D. 2006. Evaluation of Dietary Effects of 
Lyophilized Leaf Tissue ftom ComMON &9034 iu a 
Chtonic Exposutc Study with Co!lcmbola (Fol.wmia 

885.4340 candida). Monsanto Technical Rcpotl MSL-20169. 469514-16 Monsa111o Company 

Palmer, S.J. and H.O. Krucgc.-. 2006. Bvalualion.of 
Exposure to MON &9034 with the C!adoccrau Daphtda 
magna: An acute Slatic-rcucwaltcSI with com pollen. 

885.4340 Monsanto Study WL-2005-0! !. 469514-17 Monsa11to Compnu}' 

Sindctmann, A.B.,/.R. Porcll, and H.O. Krucgct. 2006. 
~!valuation of Potential EffectS of Expos!II'C 10 Cry l A.l 05 
Ptotcin in an Aculc Study with the Earthwotm i11 an 
Attifccia! Soil Substrate. Mousaulo Technical Rcpott 

885.6200 MSL-20147. 469514-!8 Monsanto Conljl_any 

Richards, K.B. 2006. Evalualion of the Diclary Bffcct(s) 
of a Cry!A.l05 f'rotciu on Honeybee Larvae (Apls 

885.43&0 mellifem L.). Monsanto Stud)'_ CA-2005-07!. 469514-19 Monsau1o Company 

Richatds, K.B. 2006. Evalualion of the Dietary Effcci(S) 
of a Cry I A.l05 f'totcin on Adult Honeybees (Apis 

885.4380 melllfera L.). Monsanto Study CA-2005-072 469514-20 Monsanto Company 

Signature Name and Title 
Sec Page 1 for Signature J. Austin Bums, Ph.D. 

Regulatory Affairs Manager 
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper vers1on. 

Monsanto Company II -CR-192E-2R 

Sta1us Note 

Euvitoumcntal 
OWN Assc$smcnt 

Environmental 
OWN Assessment 

Envitonmc1ul 
OWN Asscssmcut 

Envitonmcnlal 
OWN Assessment 

Envitonmcutnl 
OWN Asscssmcut 

Date 

June 1, 2011 
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Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for regislration activities and 0.25 hours per 
response lor reregistration and special review aclivities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Direclor. OPPE Information Management Division (2137). U.S. Environmental Protection Agency, 
401 M Street. S.W .• WashinQton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: June l, 201 l EPA Reg. No./Filc Symbol: 524-575 ll'agc 16 of66 

Applicant's/Rcgistrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient Bacillzts 1huriugie1rsis Cry lA.! 05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV -ZMIR245) Necessary for their Product'lon in MON 89034 (OECD Unique 
Identifier: MON-89034~3) 

Guideline Reference Number Guideline Study Name MRIDNumbcr Submiltcr Status Note I 
I 

Paradise, M.S. 2006. Evaluation ol Potential Dietary 
effects ofCryiA.I 05 Protein on the Ladybird Beetle, 
Coleomegi!la maculalo (Coleoptera: Coccincllidac). Environmental 

885.4340 Monsanto Technical Report MSL-201 SO. 469514-21 Monsanto Company OWN Assc.~smcnt 
i 

Paradise, M.S. 2006. Evaluation of Potcntial.DiC$~1ry · 
Effects ofCry2Ab2 Protein on the Ladybird Beetle, 
CuleOJmgilfa~tw(.v/ara (Coleoptera: Coociucllidac). Enviromnc111al 

885.4340 Monsanto Technical Report MSL-20 1 S 1. 469514-22 Monsanto Company OWN Assessment 

Teixeira. D. 2006. Evaluation of Potential Dietary 
EffcctsofCryiA.l05 Protein on Minute Pirate Bugs, 
Drills insidiosu.v (Hcmiptcre: Anthocoridac). Monsanto Euvironmc1ttal 

885.4340 Technical Rcporl MSL-20170. 469514-23 Monsanto Company OWN Assessment 
Teixeira, D. 2006. Evaluation of Potcmial Dietary 
t:ffocts ufCl"y2Ab2 Protein on Minute Pirate Bugs, Oriu.v 
insidiostr.; (HcmiJ>tcra: Anthocoridac). Monsaulo Environmental 

885.4340 Technical Report MSL-20171. 469514-24 Monsanto Company OWN Assessment 

Sindcrmann, A.B., J.R. Porch, and H.O. Kntcgcr. 2006. 
Evaluation of Potential Effocts of Exposure to Cry I A.l 05 
Protein iu an Acntc Sludy with the Parasitic Wasp, 
Ichneumon prumi.ssorius (Hymenoptera·. lchncnmonidac). Environmental 

885.4340 Monsanto Technical Report MSL-20 149. 469514-25 Monsanto Company OWN Assessment 

Date 
Sigttature Name and Title Jltne 1, 2011 

See Page 1 for Signature J. Austin Bums, Ph.D. 
Regulatory Affairs Manager 

EPA Form 8570·35 (9-97) Eleclronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
Wash'mgton, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review aclivities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
olher aspecl of this collection of information. including suggestions for reducing lhe burden to: Director, OPPE Information Management Division (2137). U.S. Environmental Proleclion Agency, 
401 M Street. S.W .• Washinaton. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June l, 20 ll EPA Reg. No.!Filc Symbol: 524-575 I Page 17 ot'66 
Applicftut's/Rcgistrant's Name & Address: 

Monsanto Company, 800 N. Undber~ Blvd., St. Louis, MO 63167 Product MON 89034 
lngrcdicnr Bacillr~s thurirrgrensrs Cry! A. lOS and Cry2Ab2 Proleins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guidcliuc Study Name MRID Number Submitter 

Gallagher, S.P. aud J.B. Beavers. 2006. Evaluation of 
Jlorcutial Dicrary Effects of MON 89034 with rhc 
Northern Bobwhite: an Eight-day Dietary Sludy with 

885.'1050 Corn Grain. Monsanto Tect1uical Report WL-2005-012. . 469514-27 Monsanro Company 

Mucth, M .• T. Curran, J. Warren, s·. Dubclmau, M. 
Glaspie, J. Muwhy, S. Levine, J. Holt meyer, arid C. 
Jiang. 2006. Aerobic Soil Degradation of the Purified 
Cry2Ab2 and Cry I A.I05 Proteins. Monsanto Technical 

885.5200 Report MSL-20174. 469514-28 Mow•anto Company 

Hucsiug, J.E., J.J. Ouau, and S.L. Levine. 2006. 
Endangered Species Risk Assessment for Com MON 

N/A 89034. Monsanto Tcchuical Report MSL0020394. 469514-29 Monsanto Company 

MacRae, T.C., C.R. Brown, S.L. Levine. 2005. 
Evaluation ofrhc Potential for tnrcractions Between rhc 
Bacil111s rhuringtt:n.tis Proteins Cry IA.I 05 and Cry2Ab2. 

N/A Monsanro Technical Report MSL-19859. 466946-02 Monsanto Company 

Siudcnnaun. A.B., J.R. Porch, and 1·1.0. Krueger. 2006. 
Evaluation of Potential Effccrs of Exposure to Cry2Ab2 
Protein in an Acute Study with the Parasitic Wasp, 
ldmeunwn promtssorius (Hymenoptera: lchncumonidac). 

885.4340 Monsanto Technical Report MSL-20 148. 469514-26 Monsanto Company 

Signature Name and Title 
See Page 1 for Signature J. Austin Bunts, Ph.D. 

Regulatory Aftairs Manager 

EPA Form 8570-35 (9·97) Electronic and Paper versions available. Submit only Paper vers1on. 

Monsanto Company II-CR-192E-2R 
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Environmental 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting bUrden /or this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137). U.S. Environmenlal Protection Agency, 
401 M Street. S.W .. Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 2011 EPA Reg. No.IFilo Symbol: 524-575 l Page 18 of66 
Applicaut's/Rcgistr~nl's Name & Address: 

Monsanto Com_p_any, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Pro1tuct: MON 89034 
lugrcdicnt Bacillus rhuringieusls Cry I A. I 05 and Cry2Ab2 Proteins and !he Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Idettti fier: MON -89034-3) 

Gvidclinc Reference Number Guideline Study Name MRIDNnmbcr Submitter 

Palmer, S.J. and ttO. Krueger. 2000. Insect Protection 
Protein 2: Au Acme Toxicity Study With the Earthwonn 
in an Artificial Soil Substrate. Monsanto Technical 

885.4340 R~ort MSL-16177 450863·13 Monsanto Company 

Maggi, V.L. 2000. Evaluation of dietary cflcct(s) of 
p11rificd Bacillus rhuriugiensis Cry2Ab2 protein on honey 

885.4380 bee larvae. Monsanto Technical Report MSL-1696!. 453371-02 Monsanto Compauy 

Teixeira, D. 2000. Assessment of Chronic Toxicity of 
Cotton Tissue Containing Insect Protection Protein 2 to 
Collctnbola (Foi:Jomia candida), Antcudcd report. 

885.4340 Monsanto Technical Report MSL-16174. 450863-14 Monsanto Company 

Palmer, S. and H. Krueger. 2000. Insect Protcctiou 
Protein 2: A Dietary Toxicity Study with Parasitic 
Hymcnoptcm (NaYonia virrlpennis). Monsamo Tcdmi.cal 

88$.4340 Report MSL-16173. 450863-10 Monsanto Company 

Maggi, V.L. 2000. Evaluation of the Dietary Effcct(s) of 
Insect Protection Protein 2 on Adul! Honey Bees (Apis 

885.4380 me/lifi:ra L.). Monsanto Technical Report MSL-16176. 450863-08 Monsanto Com11any 

Signature Name and Title 
Sec Page 1 for Signature J. Auslin Bums, J>h.D. 

Regulatory Affairs Manager 
EPA Porm 8570-35 (9·97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company li-CR-l92E-2R 
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Environmental 
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Environmental 
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Date 
June l , 20 II 

Agency Internal Use Copy 

Page 35 of IIO 
160 



........ ·· 

Form Approved OMS No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S. W. 

Washington, D.C. 20460 
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response for reregistration and special review activities, including lime for reading the inslructions and compleling !he necessary forms. Send comments regarding !he burden es!imale or any 
o!heraspect of !his collection of information. including suggestions for reducing !he burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinaton, OC 20460. Do no! send the form lo this address. 

DATA MATRIX 

Da1c: June I, 2011 EPA Reg. No.lfi!c Symbol: 524-575 I Page 19 ol'66 
Applicant's/Rcgislran rs Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient Bacatus thuringiensls Cry lA. lOS and Cry2Ab2 Proteins and the Genetic Material (Veclor PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline S1udy Name MRIDNllmbcr Submiucr 

Head, G. 2006. Insect Resistance Management Plan for 
Second Generation Lcpidoplcran-Prolcclcd Com, MON 

N/A 89034. Monsanto Technical Report 06-RA-39-06. . 469514-30 Monsa1no Company 

Bogdanova, N .. and A. Crawford (2007). Public Interest 
Document Supporting Rcgi.~lralion of Bacillus 
rhtwingil!l•sis CryiA.t05, Cry2Ab2 and Cry3Bbl 
Proteins in lnSCCl-Protcctcd ComMON 89034 and MON 
89034 x MON 88017 472797-01 Monsa.uo Company 

Bogdanova, N .. S. Dnbclman, M. Mucth; J. Murphy and 
A. Si!vanovich (2007). Responses to EPA Questions 
Regarding Application 524-LTL lo register Insect-
ProteclCd ComMON 89034 (MR!D 46951428) 471403-01 Monsanto Company 

Bogdanova, N., (2007) RcspotiSCS to EPA Questions 
Regarding Applications 524-L TL and 524-LTL to 
Rcgis1cr fnscct-Prorcctcd Corn MON 89034 and MON 
89034 x MON 88017 (MR!D 46951400 and 46951300) 471275-01 Monsanto Compauy 

Bogdanova, N .. , (2007). Supplcmcntallnfonnation to 
Address EPA Quc.~tious Regarding Applications 524-LTL 
and 524-L TL to Register lnscct-Prolcctcd Com MON . 
89034 and MON 89034 x MON 88017 (MRID 46951400 
and 4695 1300) 470794-02 Monsanlo Company 

Signature Name and Title 
See Page 1 for Signature J. Austin Burns, Ph.D. 

Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company li.-CR-192E-2R 

Slatus NOlc 

OWN IRM 

OWN Benefits 

OWN Misc. 

OWN Misc. 

OWN Mise_ 

Date 

June l, 2011 

Agency Internal Use Copy 
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Form Approved OMB No. 2070-0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registralion activities and 0.25 hours per 
response for reregist1alion and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W .• Washin9ton, DC 20460. Do not send the form to this add1ess. 

DATA MATRIX 

Date: June I, 20 II EPA Reg. No./Filc Symbol: 68467-2 I PaJIC 20 of 66 
Applk:ant's!Rcgistranl's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I insect Protection 

lngrodicnt B.t. Cry IF protein and the genetic material necessary for_l)roduction(pJasmid insert PHP8999) in maize (OECD Identifier: DAS-01507-1) 

Guideline Reference Number Guideline Study Name MRIDNnmbcr Submitter 

Acute om I toxicity in mice: Cry I Jl Bacillus lflllriugilmris 
subsp. aizawni della endotoxin 44691101 68467 

E(fcctivcncss data far Bad/Ius llmringtt:ttsis var. ai~awai 
Crvl F insect control protein as expressed in mai7.c 44691102 68467 

Background docutncnt on rcsislancc management 44691103 68467 

Product Characlcrization Data lor Bacithts llturingitmsis 
var. aizawai Cry IF Insect Control Protein as expressed in 
Maize 44714!!01 68467 

Characterization of Gene Inserts-Bacillus llturiugiensis 
var. aizawai Cry IF Insect Comrol Proteins Expressed in 
Mai:r.c 44714802 68467 

Equivalency of Microbial and Maize Expressed Cry IF 
Protein; Characterization of Test Substances for 
Biochemical and Toxicological Sludies. 
In Vitro Digestibility of Microbial and Maize £xprcsscd 
Cry IF Protein Under Simnlatcd G\lstricCond·~ions 44714803 68467 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

---- ----- Regulatory Affairs Manag_cr 

EPA Form 8570-35 (9-97) Elect10nic and Paper versions available. Submit only Paper version. 

Monsanto Company 1l-CR-192E-2R 

Stains Note 

PER 

PER 

PER 

PER 

PER 

PER 

Date 

June I, 201 I 
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Agency Internal Use Copy 
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Form Approved OMS No. 2070-0060 

oEPA UNITED STATES ENVIRONMENTAl PROTECTION AGENCY 

401 M Street, S.W. 

Washin_g~on, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registralion activities and 0.25 hours per 
response for reregistration and special review aclivilies, including lime for reading the ins!ruclions and completing the necessary forms. Send commenls regarding the burden estimate or any 
other aspect of this collection of informalion. including suggestions for reducing !he burden lo: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 
401 M Street, S.W .. Washinaton, DC 20460. Do not send the form !o this address. 

DATA MATRIX 

Date: June I , 20 I I EPA Reg. No./Filc Symbol: 68467-2 I Pa~:c21 of 66 
Applicanl's/Rcgistram's Name & Address: 

Monsanto Coll1}:)any, 800 N. Lindbenm Blvd., St.louis, MO 63 L67 Product: Hcrculex® I Insect Protection 
Ingredient 8.1. C1y IF protein and the genetic material necessary for production (plasmid inserl PHP8999) in maize (OECD Identifier: DAS-01507-1) 

Guideline Reference Nnmbcr Guideline Study Name MRfDNumbcr Submitter 

Quantitative E. LISA Analysis of Cry IF Expression levels 
in Maize MPS Inbred Lines 1360, 1365, 1366, and 1369. 
{Interim Report) • 44714804 68467 

Comparison of Amino Acid Sequence Similarity of . 
Cry I F and PAT Proteins to Known A llcr!(cn Protein 44971701 68467 

Microbial B.t CryiP (truncated) Delta-Endotoxin: 
Maizc-lnscci-Pcst Susceptibility SIUdy 45020101 68467 

Characterization of inserted gene.~ in Cry. IF maize line 
1507 45020102 68467 

effectiveness Data for Bacilllrs lhvt:iugieiLI'iS var. aizawlli 
Cry IF Insect Control Protein as Expressed in Maize 44691102 68467 

Charac1criza1ion of Expressed Cry II' Prolciu in Maize 
Tissues (Pollen, Grain, Grain-Containing Feed, and 
Purilicd Maize-Expressed Cry IF Prolcin) and Microbial 
Expressed Cry IF Della Endotoxin by Biological :md 
Biochemical Procedures 45020103 68467 

QualllilaliVc ELISA Analysis of Cry IF and I' AT 
~xprcssionlcvcls in and Compositional Analysis or 
Maize Inbred and Hybrid Lines 1362 and 1507 45020104 68467 

Signature Name and Title 
Sec Page I for Signature J. A\IStin Burns, Ph.D. 

--- ~--- -~--·-·- ------ --- -~ ----- Regulat()l}' Affairs M~nag_er ___ 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper version. 

Monsanto Company II-CR-192E-2R 

Status Note 

PER 

PER 

PER 

PER 

PER 

PER 

I'ER 

Date 

June I, 2011 

--- ---- -----
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oEPA 
Form Approved OMB No. 2070-0060 J 

I 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of in/ormation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review aclivities. including time for1eading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
olher aspect of this collection of information, including suggestions for reducing the burden to: Direclor, OPPE lnfo1mation Management Division (2137). U.S. EnviJonmental Protection Agency, 
401 M Street, S.W .• Washington, DC 20460. Do not send !he form to this address. 

DATA MATRIX 

Dale: June I, 20 I I EPA Reg. No./File Symbol: 68467·2 I Page 22 of 66 
Applieaut's/Rcgislranl's Name & Address: 
Monsanto Com_Q_any, 800 N. Lindbergh_ Blvd., St. Louis, MO 63 I 67 ProdUCI: Herculex® I Insect Protection 
lngrcdienl B. I. Cry IF prole in and the genetic material necessary for production plasmid insen PHP8999) in maize (OECD lden1ificr: DAS-0 I 507-1) 

Guideline Retcrcnce Number Guideline S1udy Name MRID Number S1abmi11er 

Enviroumenlal Fnle of Cry! F Prolein ineorponllcd iulo 
Soil 45020105 68467 

Cry I J1 8acifl11s rltvringiensis var. ai.:t.awai Della , 
Eudo10xin: An Aeu1e Toxicily Slt.Kiy wilh lhc·Enrlhworm 
in an Artieial Soil Subslrale 45020106 68467 

Chronic exposure of Folsmuia candida 10 baelerially 
expressed Cry! f pro1ein 45020107 68467 

B.L Cry IF della cndo1oxin: A 48-hour s1a1ie-renewa! 
acule 1oxiei1y 1es1 wilh I he Cladoeeran (Daphnia magna) 
using bnelerially cilpressed B.r. Cry! F della eudoloxin, 
and polleu from maize expressing B.1. Cry IF della 

OECD 202 cndoloxin 45020108 68467 

Cry IF Bacillus rlruringlemis var. aizawai della endoloxin: 
885.4340 A dic1ary sludy wilh green laeewiug larvae 45020109 68467 

Cry If BacJI{us lhtrringieusfs var. aizawai ~!ella end01oxin: 
885.4340 A dielary sllady Willr lhe ladybird beelle 45020110 68467 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

Regulatory Affairs Manager 
EPA Form 8570-35 (9-97) Electronic and Paper ve1sions available. Submit only Paper version. 

Mousanto Company 11-CR-192E-2R 

Sial us Nole 

PER 

I'ER 

PER 

PER 

PER 

PER 
Date 
June I , 20 I I 
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Form Approved OMS No. 2070·0060 

oEPA UNITED STATES ENViRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduclion Act Notice: The public reporting burden for I his collection of information is estimated lo average 0.25 hours per response for registration activilies and 0.25 hours per 
response for reregislralion and special review aclivilies, including lime for reading the inslruclions and compleling I he necessary forms. Send commenls regarding I he burden eslimate or any 
olher aspecl of lhis collection of information. including suggeslions for reducing lhe burden lo: Director. OPPE lnformalion Managemenl Division (2137), U.S. Environmental ProJection Agency, 
401 M Slreel, S.W., Washinglon, DC 20460. Do not send lhe form to I his address. 

DATA MATRIX 

Date: June I, 20 I I EPA Reg. No.!Filc Symbol: 68467-2 I Page 23 of 66 
Applicnut's/Rcgistrant's Name & Address: 
Monsanto Company, 800 N. Lindberoh Blvd., St. Louis, MO 63167 Product: Hcrculex® I insect Protection 
Ingredient B.t. Cry IF protein and the genetic material necessary for production (plasmid insert PHP8999) in maize (OECD Identifier: DAS-01507-1) 

Guideline Reference Number Guideline Study Name MRID Number Submitter 

Cry IF Bacillus rl111ringicnsis var. aizatvai delta endotoxin: 
&85.4340 A dictarv toxicity study with parasitic hymcnoptcra 450201 II 68467 

Transgenic com expressing Bacilltts rluwiugiensis var. 
aizawai (B.t.) Cry IF della endotoxin: A dietary toxicity 

71·2 study with Northcru bobwltitc 450201 I 2 68467 

Field survey ofbcncticial artltropods associated with 
Bacil/tt.r dnwi11giensis Cry IF maize 450201 13 68467 

Efticacy of Cry IF events TC I 360 and TC 1507 45020114 68467 

Cry IF bindiu~ studies 450201 I 5 68467 

Rcsistaucc management plan for transgenic tnaizc 
expressing the Cry IF insecticidal protein from Bacillus 
r/wringiensls var. aizatvai 45020116 68467 

Signalure Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

Regulatory Affairs Manager 
EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Sub mil only Paper verston. 

Monsanto Company ll-CR·l92E-2R 

Status Note 

PBR 

PER 

PER 

PER 

PER 

PER 
Date 

Junel,2011 

Agency Internal Use Copy 
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Form Approved OMB No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAl PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for I his collection of informalion is estimated lo average 0.25 hours per response for registralion aclivilies and 0.25 hours per 
response lor reregislralion and special review aclivities, including lime for reading I he instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137). U.S. Environmental Protection Agency, 
401 M Slreel. S.W., Washington, DC 20460. Do no! send !he form to !his address. 

DATA MATRIX 

Dale: June I, 20 I t EPA Reg. NoJFilc Symbol: 68467-2 l l'a)!C 24 0!' 66 
Applicanl's/Rcgislranl's Name & Address: 

Monsanto Company, 800 N. Lindberglt Blvd., St. Louis, MO 63167 Product: Herculex® llnsect Protection 
Ingredient B. I. Cry IF protein and the genetic mal erial necessary for production (plasmid insert PHP8999) in maize (OECD Identifier: DAS-01507-1) 

Guideline Reference Nmnbcr Guideline Slutly Name MRIDNumbcr Submiucr 

Supplcmcullo MRID 44714801: Supplcmentul data. 
Product characterization da1a for Boci!IJts llmringien~i~ 
var. aizawai: Cry!!' control protein as expressed in maize 45020117 68467 . 
Supplement to MRII) 44691 10 I: Sul>plcmculal data • 
Acute oral toxicity in mice: Bacillus 11111r:ingiensis var. 
aizawai Cry IF delta endotoxin . 45020118 68467 

Phosphinolhricin acclyUrausfcrasc (PAT) protein: In vitro 
digestibility study 45041501 68467 

Non-1argc1 exposure and risk asscssmcul for 
environmental dispersal of Cry II' ma izc pollen 45041502 68467 

Evaluation oflhc diclary cffccl(s) on honeybee 
development usiug bacterially expressed B.r. Cry! F della 
endotoxin and pollen from maize expressing B. r. Cry IF 
delta endotoxin 45041503 68467 

Waiver rcqucs1: Pish toxicity lcsl with 1ransgcuic 111aizc 
(com) containing Bacillt•s rlwringreiiSis var. aiaqoi (B.r.) 
Crv!F dclm endotoxin 45044201 68467 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

Regulatory Affairs Manag_cr __ 

EPA Form 8570-35 (g·97) Electronic and Paper versions available. Submit only Paper version. 

Mommuto Company 11-CR-l92E-2R 

Slalus Nolo 

PER 

PER 

I>ER 

PBR 

PER 

PER 
Date 

June 1, 2011 
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Form Approved OMB No. 2070-0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for /egistration activities and 0.25 hours per 
response for reregistration and special review activities. including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W .• Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 201 I EPA Reg. No.!Filc Symbol: 68467-2 I Page 25 of 66 
Appticant's/Rcgi~lflmt's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I insect Protection 
Ingredient B.t. Cry IF protein and the genetic material neeessa!), for production (plasmid insert PHP8999) in maize (OECD Identifier: DAS-0 t 507-1) 

Guideline Reference Number Guideline Study Name MR!t) Number Submitter 

Uigh dose demonstration of Cry IF events TCI360 and 
TC l 507: Eur~can com borer 45131101 68467 

Toxicity of the Cry l F protein to neonate tary:ic o(thc· 
•nonarehbuttcfly (Da11aus plexipprrs (Linncaus)) 45131102 68467 

l'ubli<.: intcrcs1 document for CrylF-protcctcd com 45!31103 68467 

Thcrmolability of Cry IF (lnmcatcd) delta endotoxin 45274801 68467 

Compositional analysis of maize MPS h)lbrid line 1507 45274802 68467 

Cry IF lateral flolV tes1 kit procedure for analyziug Cry IF 
com grain 45279301 68467 

Metltod validatiou report for the delcrmination oJ'Cryl P 
delta endotoxin protein in grain by Enzyme-Linked 
lmmunosorbcnt As$ay 45279302 68467 

Signature Name att.d Title 
Sec Page 1 for Signature J. Austin Bums, Ph.D. 

- Regulato!}' Affairs Maua~r 
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company ll-CR-l92E-2R 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washin_g_ton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review aclivities. including lime for reading the instf1.1c!ions and completing the necessary forms. Send comments regarding the burden eslimate or any 
olher aspect of this colleclion of information. including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137), U.S. Environmental Protection 
Agency, 401 M Street, S.W. Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 20 I I EPA Reg. No.lf'ilc Symbol: 68467-2 I Page 26 ol'66 
Applicanl's/Rcgistraut's Nome & Addtcss: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Producl: Herculex® 11nsect Protectror~ 

Ingredient B.t. C.y IF protein and the genetic material nccessa1y for_p_roduction (Illasmid insert PHP8999) in maize {OECD Identifier: DAS-01507-1) 

Guideline Reference Number Guideline S1udy Name MRIDNumbct Submillcr Status Note 

Su11plcmcut 10 MRID 45131102: Supplemental da1a-
High dose dcmonsuation of Cry IF events TCI360 and 
TC 1507: European com borer 45307701 68467 PER 
Waiver tcqucst: Fish toxicity test to assess the potentia! 
effects of maize containi••g Bad/Ius r!uwingie11sis var. I 

aizawai (BI) C1y IF iusccticidal protein (ICP) .in native · 
I fish 45307702 6&467 PER 

Supplement to MRID 45020109: Cry IF Dllcill•t.~ 
rhul"ingiensis var. aizawai delta cndo1oxin: A dictmy 
toxicily sludx with green lacewing larvae 45307801 68467 PER 

Supplcmcu110 MRID 45020110: Cry IF Bad/Ius 
rlutringiensi;~ var. aizawni delta cndo1oxin: A dietary 
loxicity study wilh green ladybird beetle 45307802 68467 I'ER 

Supplement to MRID 45020 Ill: C1yl f B(lt:illlts 
rlmringiensis var. aizat.,ai delta endotoxin: A dietary 
lox icily ~ludy will• parasilic hymcnoplcra 45307803 68467 PER 

Supplcmcut lo MRfD 45020106: C1ylf" Bacill11s 
rhuriugiensis var. aizawai dcl111 endotoxin: An acute 
toxicily study with the earthworm in an llrtificial soil 
subs1mtc 45307804 684(/7 PER 

Signature Name and Title Date 

See Page 1 for Signature J. Austin Bums, Ph.D. June 1, 2011 
Re_gulatory Affairs Manager 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden lor !his collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for teregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding !he burden estimate or any 
other aspect of this collection of information, including suggestions for teducing lhe burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection 
Aoencv, 401 M Street, S.W., Washinoton, DC 20460. Do not send the form to this address. 

DATA MATRIX I 

Date: June l, 20 !I EPA Reg. No./Filc Symbol: 68467-2 I Page 27 of 66 
Applicanl's/Rcgislnuu's Name & Address: 

Monsanto Comoanv, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I insect Pl'Otection 

lngredicn1 B.t. Crv l F protein and the c:cnetic material necessary for production (plasmid insert PHP8999) in maize (OECD Identifier: DAS-0!507-1) 

Guideline Reference Numbct Guideline Study Name MR!DNumber Submitter Status Note 

Supplement to MR!D 4504!503: Evaluation ol'thc dietary 
cffcc1(s) on honeybee development using bacterially 
expressed B.t. Cry IF delta cudo1oxin and pollen from 
mail!:c expressing B. I. Cry! F delta endotoxin 45307805 68467 PER 

Exposure and risk assessment of Hcrculcx t' 81 ticld corn 
nollcu to Kamer blue buacrtly 45512901 68467 PER 

Nulriliouul equivalency of 8.1. Cry IF n~aizc ·poultry 
fecdin11 study 45622001 68467 PER 

Field survey of beneficial arthropods associa1cd wilh 
Bacillus thtll'inJ!iensis Cry t F maize 4564800! 68467 PER : 

r:icld surveys of non-target invertebrate populations in 
B.t. com 45652001 80778 PF.R 

Dcvclopmen1 and characleri7.atiou of En7.ymc-Linkcd 
lmmunosorbcnt Assay (ELISA) for dctcclion of Cryt F 
protein 456R560t 68467 PER 

Signature Name and Title Date 
See Page 1 for Signature J. Austin Bums, Ph.D. June l, 2011 

Regulatory Affairs Manager 

EPA Form 8570-35 (9-97} Electronic and Paper vetsions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved OMB No. 2070-0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public teporting burden fo/ this collection of information is estimated to average 0.25 hours pel response for registralion activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of I his collection of information, including suggeslions for reducing lhe burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W .• Washinqton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

D<~lc: June l, 201 t EPA Reg. No./Filc Symbol: 68467-2 I Page 28 of 66 
Applicant's/RcgiJlrant's Name & Address: 

Monsanto Com_Q_any, 800 N. Lindberg}J Blvd., St. Louis, MO 63!67 Product Herculex® 1 Insect Protection 
Ingredient 8.1. Cry! F protein and the genetic material necessary for prod\tction (plasmid insert PHP8999) in maize (OECD Identifier: DAS-01507-1) 

Guideline Reference Number Guideline Study Name MRID Number Submincr 

lndcpcndcm laboratory val ida! ion of 1ncthod GRM 02.13, 
dctcrminalion of Cry I [l delta endotoxin protein in com 
grain by an of Enzyme-Linked hnmnnosorbcnt Assay 45685602 68467 

Supplement to MRID 45131102: Toxicity of the Cry IF 
protciu to neonate larvae of the monarch bullcrfly 
(Dana11.v t>lexippus {Linncaus)) 45759701 68467 

S1cw11rdship ofHcrcnlcx I Insect Protection with respect 
to the secondary lepidopteran pest, wcs1cnt bean cutworm 
(Ricltia albicasta Smith) 45896501 68467 

La~;k of cross reactivity bctwccu Cry If protein in 
Hcrculcx I maize and the dust mite Dcr p7 prolcin with 
human sera positive for Dcr p7-l!!E 46444001 68467 

Mon'ttoring lite susccptibili1y of European com borer to 
Cry I Ab and Cry t F Bt proteins: Results from the 2004 
collectionS and diapausinl! larvae collected in 2003 46583101 &0778 
Stewardship of event TC 1507 maize with respect to the 
secondary lcpidopleran pests lcssct com stalk borer 
(Eiasmopalpus lignaseffus Zeller), southern cont stalk 
borer (Di<tfraea '·rambidiades Grote), and sugarc<~nc borer 
{8iatraea sacc:harafis Fabricius) 46600201 68467 

Signature Name alld Title 
See Page 1 for Signature J. Austin Burns, Ph.D. 

Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company li-CR-l92E-2R 

Status Note 

PER 

PER 

PER 

PER 

PER 

PER 

Date 

June I, 2011 

Agency Internal Use Copy 

Page 45 of II 0 
170 

I 

i 

I 

I 

I 



· .... ,~~~· 

Form Approved OMB No. 2070·0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary lorms. Send comments regarding the burden estimate or any 
other aspect of this collection ol inlormation, including suggestions lor reducing the burden to: Direclor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Slreet. S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 20 I I EPA Reg. No.IFilc Symbol: 68467-2 I Page 29 of 66 

Applicant's/Rcgistrnnt's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Prot!UCt: Herculex® I Insect Protection 
Ingredient B.t. Ctyl F protein and the genetic material necessary for production (plasmid inscn PHP8999) in rnaize (OECD Identifier: DAS-01507-l) 

Guideline Rc!crcncc Number Guideline Study Name MRIDNumbc.- Submincr 

Slide prcscntatiou summarizing European com borer and 
Ccyl F resistance monitoring update 46695801 68467 

' 
Insect resistance management compliance a~surancc 
program report for com borcr-p.-otcctcd Bt com 46747801 80778 

Field smvcys of non·targct invertebrate populations in Bt 
com: Supt>lcmcntto MRID No. 45652001 46784601 80778 

Monitoring the susceptibility of corn lepidopteran pcsrs to 
Cry lAb and Ccyl F pl'otcins: 2005 monitoriug results 46874901 80778 

Research results on 2004 Eu.-opcan corn borer collections 
f.-om Hamillon County,lowa: Cry! F 47011201 68467 
Insect resistance management compliance assurance 
program report for com borer-protected Bt corn, com 
rootworm·pl'otcctcd Bt corn, and com borer/com 
rootwo.-m prolccrcd stacked Bl corn 47044401 80778 

Signat\tre Name and Title 
See Page I for Signature J. Austin Bums, Ph.D. 

Regulat01y Affairs Manag_er ___ 
EPA Form 8570-35 (9·97) Electronic and Paper versions available. Submit only Paper vers1on. 

Monsaato Company II-CR-192E-2R 

Status Note 

PER 

PER 

PER 

PER 

PER 

PER 

Date 

June I, 2011 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistralion and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection 
~_ency, 401 M Street, S.W .• Washinoton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 20 I I EPA Reg. No./Filc Symbol: 68467-2 I Page 30 of 66 
Applicant's/Rcgistmnt's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I insect Protection 
Ingredient B.t. Cry IF protein and the genetic material ncccssaty for_{lroduction (Illasntid insert PHP8999) in maize (OECD tdcutifier: DAS-01507-t) 

Guideline Reference Number Guideline Study Name MRIDNnmbcr Submiucr Status Note 

' 
Monitoring the susceptibility of corn lepidopteran pests to 
Cry lAb and Cry!F proteins: 2006 monitoring results ' 47118401 80778 PER 

Soil accumulat.ion of Cry IF after three years of cropping 
with Bcrculcx 1 com 47120701 68467 PER 

TC 1507 maize and fall ar111yworm in Puerto Rico 47176001 68467 PER 

Proposed revisions to !RM-rclatcd registration 
requirements for Cry 1 plant-incorporated protcctants in 
field com 47407001 80778 PER 

Monitoring the susceptibility of com lopi.doptcran pests to 
Cry lAb and Cry!F proteins: 2007 monitoring results 474t3901 80778 PER 

Proposed rcvisious to IRM-relatcd registration 
requirements for Cry 1 plant-incorporated protcctams iu 
!lcldcom 47543901 80178 PER 

Signature Name and Title Date 

Sec Page I for Signature J. Austin Bums, Ph.D. June1,20ll 
Regulatory Affairs Manager 

EPA Form 8570-35 (9-97} Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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&EPA 
Fonn Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registralion activilies and 0.25 hours per 
response for reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of I his collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Proteclion 
Agency, 401 M Street. S.W .• Washinqton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 20 II EPA Reg. No.!Filc Symbol: 68467-2 I Page 31 of66 
Applicanl's/Rcgistront's Name & Address: 
Monsanto Com~any, 800 N. Lindbergh Blvd., St. Lmtis, MO 63167 Product: Herculex® I insect Protectron 
Ingredient 8.1. Cry IF protein aud the genetic material necessary for production (plasmid insert PHP8999 in maize (OECD Identifier: DAS-01507-1) 

Guideline Reference Number Guideline Study Name MRID Number Subntiltcr Status Note 

I 
Monitoring I he susceptibility of corn lepidopteran pests 10 
Cry I Ab and Cry IF proteins: 2008 monitoring rcsnlls 4784!801 80778 PER 

Monitoring the susceptibility of com lcpidopl~ran pests lo 
Crv lAb and Crv I F proteins: 2009 moniloriUil res nils 47971001 80778 PER 

Production Report and Certificate of Analvsis or 
Truncated Cry l F (TSN l 04550} 48193001 68467 PER 
20 l 0 Insect Rcsislattcc Management Com pi iancc 
Assurance Program for Com Borer Protected Bl Com, 
Com Rootworrn Protected Bl Com, and Corn Borer/Com 
Rootwonn-Prolcctcd Stacked Bt Com 48375001 sons I'BR 
Enhanced fnsccl Resistance Management Compliance 
Assurance Program for Corn Borer Protected Bl Com, 
Com Root worm Protected Bt Corn, and Corn Borer/Corn 
Roolworrn-Protcctcd Stacked Bt Corn 48375101 80778 PER 

Signature Name and Title Date 
Sec Page l for Signature J. Austin Burns, Ph.D. June I, 201 I 

Regulatory Affairs Manager 
EPA Fonn 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper vers1on. Agency Internal Use Copy 
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Form Approved OMS No. 2070-0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

Washif!gton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information. including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washinaton, DC 20460. Do not send the form lo this address. 

DATA MATRIX 
Date: htne I, 20 I ! EPA Reg. No./f.ile Symbol: 524-551 1 Page 32 of 66 

Applicant's/Rcgistrant's Name & Address: t>roduet: MON 88017 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 

lngrcdicm B. t. Cry3Bb 1 protein and t!te genetic materia! (vector ZMIR39) nccessaty for its production in event MON 88017 com (OECD Unique Identifier: MON-880! 7-3) 

Guictclinc RcfcrtllCe Number Guideline Study Name MRID Number Submitter 

Comlitio11s af Rcgi~tratiouliu MON li~017 (EPA R,,g. 
Nn.S:!-1-55 I) ~lid MON ~~03.:1 x MON \llilll7 tEPA R~!l-
~~,t.:'>24-576!, Will R.:spou~~ to EPA's t~~qn~>t for 
J\dditiouullulitnuation tlll Muusauto', R.:.-;i~t:usc.: C1t111 
Root\~'liW(CRW) Monitorin!-: Progrmn. 484368-0l Monsanto Co111pany 

Conditions of Registration lor MON 88017 {EJ> A Reg .. 
No. 524-55 !) and Conditions of Registration for · · 
MON 89034 x MON 88017 {EPA Reg. No. 524-576). 484368-01 Monsanto Company 

Enhanced Insect Rcsistnncc Management Co111pliancc 
Assmaucc Program for Com Borer Protected Bt Com, 
Com Rootwonn-Protcctcd Bt Com, and Corn Borer I 
Com Rootworm Prolcctcd Stacked Bt Com. 483751-01 ABSTC 

Annual Sales Report for MON 8!0, MON 863, MON 863 
X MON 810, MON 880!7, MON 88017 X MON 810, 
MON 89034, MON 880!7 x MON 89034, and 
MON 88017 X MON 89034 X TCI507 X DAS-59122-7 
(EPA Reg. Nos. 524-489.524-528, 524-545, 524-551, 
524-552, 524-575, 524-576. and 524-581 ). 483678·01 Monsanto Co111pany 

2009 Season Monitoring for the susceptibility of Neonate 
Wcstcnt Com Rootwonn Larvae to the Bac:illlts 
tltwingien.<i:r Crv3Bbl Protein. NIA Monsanto Company 

2009 Season Monitoring for the Susceptibility of Neonate 
Wcslcm Com Rootworm Larvae to the Baci/hts 
rluu-inglensis Crv3Bbl Protein. 482080-01 Monsanto Company 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

- - -- --- -------
RegulatoJy Affairs Manager 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company II-CR-192E-2R 

Status Note 

Terms& 
OWN Couditions 

Terms& 
OWN Conditions 

Terms & 
PER Conditions 

Tcm1s& 
OWN Conditions 

Terms& 
OWN Conditions 

Terms & 
OWN Conditions 

Date 

June1,2011 

Agency Internal Use Copy 
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Form Approved OMB No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per 
response for reregislration and special review activities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggeslions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Dale: June l, 20 ll EPA Reg. No./f'ilc Symbol: 524-551 1 Page 33 of66 

Applicanl's/Registronl's Name & Address: Produel: MON 88017 
Monsanto Com_llilny, 800 N. Lindben.:h Blvd., St. Louis, MO 63167 

lngredicnl B.!. Cry3Bb I protein and the genetic material (vector ZMIR39) necessary for its production in evcnl MON 88017 corn (OECD Unique Identifier: MON-880!7-3) 

Guideline Reference Number Guideline Sludy Name MRID Number Submiller 

2009 Insect Rcsislancc Managcmcnl Compliance 
Assurance Program Rcporl for Corn Borcr-Prolcctcd Bl 
Com (EPA Reg. Nos. 524-489, 68467-2, 67979-1, ami 
29964-3), Com Roolworm·Protectcd Bl Com (EPA Reg. 
Nos. 524-528,524-551, 68467·5, 67979·5, and 29964-4), 
and Com BorcrlCorn Roolworm-Prolcelcd Stacked Bt 
Com (EPA Reg. Nos. 524-545, 524-552. 524-576, 68461· 
6, 67979-8, and 29964-5). 479710-01 ABSTC 

Am mal Sales reporl for MON 810 (EPA Reg. No. 524-
489), MON 863 (EPA Reg. No. 524·528), MON 863 x· 
MON 810 (EI' A Reg. No. 524-545), MON 88017 (EPA 
Reg. No. 524-551), MON 89034 (EPA Reg. No. 524-575) 
and MON 89034 x MON 88t07 (EPA R~g. No. 524-576). 479614-01 Monsaollo Company 

2008 Season Monitoring for lhc Susccplibility oi'Nconalc 
Westcm Com Rootworm Larvae 10 I he Bacillus 
rlwriTJg{ensi.Y Cry3Bb I Prolcin. 478846-01 Monsanto Company 

2008 tnsccl Resislancc Managemcut Compliance 
Assurance Program Reporl for Com Borcr-Prolcelcd Bl 
Com (EPA Reg. Nos. 524-489,68467-2.67979-1, and 
29964-3), Com Rootworm-Prolcclcd Bl Com (EPA Reg. 
Nos. 524-528, 524-551, 68467-5, 67979-5, and 29964-4), 
and Com Borer/Corn roolworm-Protcctcd Slacked Bt 
Com (EPA Reg. Nos. 524-545.524-552,68467-6, 67979· 
8, ami 29964-5). 476633-01 ABSTC 

Signature Name and Title 
See l,age l for Signature J. Austin Burns, Plt.D. 

Regulatoty Affairs Manager 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company ll-CR-192E-2R 

Status Nolc 

Terms& 
PER Condilions 

Terms & 
OWN Conditions 

Terms& 
OWN Condilions 

Tcrtns & 
PER Condilions 

Date 

June I, 2011 

Agency Internal Use Copy 
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Form Approved OMS No. 2070-0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for I his collection of information is eslimated to average 0.25 hours per response for registralion activilies and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 
401 M Street, S.W .• Washinaton, DC 20480. Do not send the form to !his address. 

DATA MATRIX 
Date: June i, 20 I i EPA Reg. No./Filc Symbol: 524-551 I Page 34 of 66 

Applicanl's/Registr<llll's Name & Address; Product: MON 88017 
Monsanto Company, 800 N. LindbergllBivd., St. Louis, MO 63167 

!ugrcdicut B.t. Crv3Bb I protein und the genetic material {vector ZMIR39) necessary for ils prodHctiou in event MON 88017 corn {OECD Unique fdeutifier: MON-88017-3) 

Guideline Reference Number Guideline Sturlv Name MRIDNumbcr Submitter 

Annual Sales Report for YicldGard Com Borer Cum 
(BPA Reg. No. 524-489), Yic!dGard Roolworm Com 
(EPA Reg. No. 524-528), YicldGard Plus Com (EPA 
Reg. No. 524-545), MON 88017 (EPA Reg. No. 524-
551), and MON 8SOI7 x MON 8!0 (EPA Reg. No. 524-
552). 476631-01 Munsauto Co111oany 

20061nscct Resistance Management Compliance 
Assurance Program for Corn Borer-Protected Bt Com, 
Com Ruotworm-Prolcctcd Bt Com .and Com Borer/Corn 
Roollvorm-Protcclcd Stacked Bl Corn. (ABSTC Report). 470444-0! ABSTC 

Submission of Annual Sales Report for Yic!dGard·~ Corn 
Borer com (EPA Reg. No. 524-489), YicldGard•' 
Rootworm com (EPA Reg. No. 524-528), YicldOard"' 
Plus corn (EPA Reg. No. 524-545), MON 880!7 (EPA 
Reg. No. 524-551) and MON 88017 x MON 810 (EPA 
Rc.l!. No. 524-552), (2007). 470431-0! Monsanto Comoauy 

Susceptibility of Neonate Rootworm Larvae to the 
Cry3Bb! toxiu from Bacillus tl111ringiensts: 2005 Data 
Summarv. 469491-0! Monsanto Comoanv 

Signature Name and Title 
Sec Page l for Signature J. Austiu Burns, Ph.D. 

Regulatory Affairs Manager 
EPA Form 8570-35 (9·97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company II-CR-192E-2R 

Statu~ Note 

Terms& 
OWN Conditions 

Tenus& 
PER Conditions 

Terms& 
OWN Conditions 

Terms& 
OWN Conditious 

Date 

June I, 2011 

Agency Internal Use Copy 
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oEPA 
Foml Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this colleclion of informalion is estimaled to average 0.25 hours per response for registration aclivities and 0.25 hours per 
response for reregislralion and special review aclivilies. including lime for reading lhe instruclions and compleling the necessary forms. Send comments regarding I he burden estimate or any 
other aspect of this collection of information, including suggeslions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 
401 M Slreet. S.W., Washington, DC 20460. Do not send lhe form lo lhis address. 

DATA MATRIX 

Date: June I, 20 I I EPA Reg. No.IFilc Symbol: 524-551 1 Page 35 of 66 

Applicnnt's/Rcgistrant's Name & Address: Product: MON 88017 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 
Ingredient B.!. Cry3Bb I protein and lhc generic material (vector ZMIR39) necessaty for ils prodttclion in evcnl MON 880 17 corn (OECD Unique ldenlifier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MRID Number Submincr Stan1s Note 

Sidhu, R. S. (2004). Human Health and Environmental 
Assessment of the Plant-Incorporated Protcctant Badl/11s 
rhllringiciiSi:J Cry3Bb I Protein Produced in MON 88()17. Product 

885.1100 MSL-18835 461817-01 Monsanto Company OWN Characterization 

Beasley, K. A., H.M. Anderson., P.B. Wimberley, D.W. 
Minank., and R.P. Lircnc. (2002). Molecular analysis of 
YicldGard''"Rootworm/Roundup Rcady"Com Event MON Product 

885.1100 88017. MSL-17609 461!il7-02 Monsanto Company OWN Characterization 

Bhakta, N. S., A. J. Hartmann. and J. C. Jennings (2003). 
Cry3Bb I and CP4 EPSPS Protein Levels in Corn Tissues 
Collected from MON 88017 Com Produet.•d in U.S. Field Product 

885.1100 Trials Conducted in 2002. MSL-18823 461817-03 Monsanto Company OWN Characterization 

I 
Duan, J. J., M. S. Paradise and C. Jiang (2003). 
Evaluation of Functional Equivalence of Two Cry3Bb 1 
Protein Variants Against Susceptible Coleopteran species. Product 

885.1100 MSL-18799 461817-04 Monsanto Company OWN Characterization 

Hileman, R. E. and J. D. Astwood (2001 ). Additional 
Characterization of the Cry3Bbl Protein Produced in Product 

885.1100 MON 863. MSL-17137 454240-10 Monsanto Company OWN Characterization • 

Signature 

See Page I for Signature 

EPA Form 8570-35 (9-97} Eleclronic and Paper versions available. Submit only Paper version. 

Monsanto Company 

Name and Title 
J. Auslin Burns, Ph.D. 

Regulatory Affairs Manager 

r l-CR-192E-2R 

Date 

June I, 2011 

Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for I his collection of information is estimated to average 0.25 hours per response for regislration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director. OPPE lnformalion Management Division (2137). U.S. Environmental Protection Agency, 
401 M Street, S.W .• Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Cute: June t, 20 II EPA Reg. No./Filc Symbol: 524-55 l ! Page 36 of 66 
Applicant's/Rcgistralll's Name & Address: 
Monsanto Company, 800 N. Li.ndber~h Blvd., St. Louis, MO 63 t67 Product: MON 88017 

Ingredient B.t. Cry3Bb I protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 corn (OECD Unique Identifier: MON-88017-3) 

Guideline Rclcrcncc Number Guideline Study Name MRID Number Submitter Status Note 

Hileman. R. E., G. Hollcschak, L.A. Turner, R. S. 
Thoma, C. R. Brown and J.D. Astwood(2001). 

I 
Characterization and Equivalence of the Cry3Bbl ProiCin I 

Produced by E. coli fermentation and MON 863. MSL- Prod net 
885.1100 17274 455382-01 Monsanto Company OWN Characterization 

Brown, M. (2003). TrairChekTM Cry3Bb Lateral Flow 
Test Strip and SeedChl!kr" Cry3Bb ELISA r•crfonnancc 
Verification for Com Seed, Leaf, and Composite Testing. 
MSL-19581, in UIII)Ublishcd study conducted by Product 

860.13110 Strategies Diagnoslics, Inc. 463942-01 Monsanto Compauy OWN Characterization 

Dudin. Y. A., B-P. Tonnu, L. D. Albee ;md R. P. Lirette 
(2001). Amended Report for MSL-16559: B.r. 
Cry3Bbi.II098 and NPTII Protein Levels in Sample 
Tissue Collected from MON 863 Grown in 1999 field Product 

8!!5.1100 Trials. MSL-17t81 454240·01 Monsanto Company OWN Characterization 

Supplemental Information for ''Evaluation of Functionnl 
Equivalence of Two Cry3Bbl Protein Variants Against Product 

885.1100 Susceptible Coleopteran Species" (MRJD No. 461817-04} 465783-03 Monsanto Compauy OWN Charactcrizalion 1 

Thuma, R. S., G. Hollcschak, R. E. Hileman and J. D. 
Astwood (200 I). Primary Structural Protein 
Characterization of MON 863 Cry3Bb 1.11098 Protein 
Using N-tcrminal Sequencing and MALDt Time of fllight 

885.1100 Mass Spectrometric Techniques. MSL-17154 454240-11 Monsanto Company 
Signature Name and Title 

See Page 1 for Signature J. Austin Bums, Ph.D. 
Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company ll-CR-J92E-2R 

Pl"oduct 
OWN Charactcri:r.ation 

Date 
June l, 20 ll 

---~~ 

Agency Internal Use Copy 
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Form Approved OMB No. 2070-0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduclion Act N011ce: The public reporting burden lor this colleclion of infoJmation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response lor reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W .• WashinQton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June l, 20 ll EPA Reg. No./File Symbol: 524-551 _I_ Page 37 of 66 
Applicant's/Rcgistrant's Name & Adtlrcss: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 

Ingredient 8.1. Cry3Bb I protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unique Identifier: MON-880!7-3) 

Guideline Reference Number Guideline Study Name MRID Number Submitter 

Submission of Supplemental Data (Mny 21, 200 I) in 
Support of the Application for Registration ofMON 863: 
Com Rootworm Protcctctl Com (Vector ZMIR13L); EPA 

885.1100 File Symbol 524-LE!. NIA Monsunto Company 

Dudin, Y., B-P. Ton11u and R. P. Lirette (2001). 
CryJBbl, Cry lAb nnd NPT!I Protein Levels in the Dual-
trait tvlaizc Hybrid MON 863 x MON 810 Produced in 
Argentinian Field Trials Conducted During the 1999-2000 

885.1 100 Growing Season. MSL-17266 457917-02 Monsanto Company 

Hollcschak, G., T. C. Lee, R. E. Hileman, P. D. Pyla, and 
J.D. Astwood (2001). Amended Report for MSL-15835: 
Assessment of the Equivalence of 8.1. Protein 1 1098, lJ. r. 
Protein 1 12'31 and NPTit Protein F.xprcsscd in Com 
Events MON 853 nnd MON 860 to Microbial Sources. 

885.1 100 MSL-17222 454240-04 Monsanto Company 

Supplemental Information lor "Cry3Bbl .and CP4 E.PSPS 
Protein Levels in Corn Tissues Collected from MON 
88017 Com Produced in U.S. Field Trials Conducted in 

885.1100 2002'' (MRID No. 461817-03) 465783-02 Monsanto Company 

Hollcschak, G., R. E. Hileman, and J.D. Astwood (2001 ). 
Amended Report for MSL-16596: Assessment of the 
l'hysicochcmical Equivalence ofCry3Bb 1.11098 and 
NPTII Proteins in Com Event MON 863 to Microbial 

885.1100 Sources. MSL-17220 454240·05 Monsanto Colllpany 

Signature Name and Title 

See Page 1 for Signature J. Austin Burns, Ph.D. 
Regulatory Affairs Manager 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is estimated to average 0.25 hours per response for registration aclivilies and 0.25 hours per 
response for reregistration and special review activilies, including time for reading lhe instruclions and completing lhe necessary forms. Send comments regarding the burden estimate or any 
other aspect of I his colleclion of information, including suggestions for reducing the burden to: Dlreclor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinoton. DC 20460. Do nol send the form lo !his address. 

DATA MATRIX 

Date: June l, 20 II EPA Reg. No./File Symbol: 524-551 I Page 38 of 66 

Applieant's/Rcgistraut's Name & Address: 

Monsanto Company, 800 N. Lindberp;h Blvd., St. Louis, MO 63167 Product: MON 88017 
Ingredient B.t. C_ry3Bb I protein and the _genetic material_(vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unl_que Identifier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MRIDNnmbcr Submitter 

Supplemental Information for "Molecular Analysis of 
YicldGard~ Root worm/Roundup Ready"' Com Event 

885.1100 MON 88017" (MRID No. 461817-02) 465783-01 Monsanto Company 

D. Kolwyck, B-P. Tonnu. Y, A. Dudin, T. l'locsser and 
K. Gustafson (2001). Validated Method for'Extraction 

860.1340 
and Direct ELISA Analysis ofCry3Bbl in Cont Grain: 
Monsanto Ref. No. 99-640E-I. 453731-01 Monsanto Company 

Astwoori, J .. D., R. E. Hileman, M, J. McKee, T. J, Rydcl, 
J. W. Scale and L. English (2001 ). Safety Assessment of 
Cry3Bbl Variants in Com Rootworm Protected Com. 

NIA MSL-17225 454240-09 Monsanto Con>pany 

Hileman, R. E., J. N. Leach and J.D. Astwood (2001). 
Assessment oft he in virro Digestibility of 
Cry3Bbi.II098(Q349R) Protein in Sirmllatcri lmcstinal 

885.1100 Fluid. MSL-17530 455770-02 Monsanto Company 

Hollcshak, G., R. E. Hileman and J. D. Astwood (2001 ). 
Amended Report for MSL-16597: tmmunodctcctability of 
Cry3Bbl.l1098 and Cry3Bbl.ll231 Proteins in the Grain 
oftnsect Protected Com Events MON 863 and MON 853 

885.1100 After Beat Treatment. MSL-17223 454240-07 Monsanto Compuny 

Signature Name and Title 
See Page I for Signature J. Austin Burns, Ph.D. 

Regulator:i Affairs Manager 

EPA Form 8570-35 (9-97) Eleclronic and Paper versions available, Submit only Paper version. 
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oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washi'!gton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for lhis collection of informalion is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE lnformalion Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., WashinQton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 20 II EPA Reg. No./Filc Symbol: 524-551 I Page 39 of 66 

Applicant's/Rcgisuant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Lou'ts, MO 63167 Product: MON 88017 
lngrcdicnl B.t. Cry3Bb I protein aud the genetic material (vector ZMIR39) necessary for its productiun in event MON 88017 corn (OECD Unique Identifier: MON-88017-3) 

Guideline Rcfurencc Number Guideline Study_ Name MRIDNumbcr Submiucr 

Bechtel, C. L. ( 1999). Aculc Oral Toxicity of B.r. 
885.3050 Protein 11231 in Mice. MSL-16216. 449043-05 Monsanto Company 

Hileman, R. E., E. A. Rice, R. E. Goodman aud J. D.· 
Astwoo<l (200 I). Bioinfonnatics Evaluation. o{ the 
Cry3Bbl Prolcin l>roduccd in MON 863 Utilizing 
Allergen, Toxin and Public Oomain Protein Databases. 

885.1100 MSL-17140 454240-08 Monsanlo Compauy 

Bonncltc, K. L. and P. D. Pyla (2001). An Acme Oral 
Toxicity Study in Mice with£. coli Produced 
Cry3Bb 1.11098(Q349R) Protein, Amended final Report. 

885.3050 MSL-17382 455382-02 Monsauto Company 

Leach, J. N., R. E. Hileman and J.D. Astwood (200 I). 
Assessment of the (II virro Digcslibilily oi'Cry3Bb I 
Protein Purified from MON 863 and Cry3Bbl Protein 

885.1100 Purified from E. coli. MSL-17292 455382-03 Monsnnto Company 

Bechtel, C. L. ( 1999). Acute Oral toxicity of B.r. Protein 
885.3050 11098 in Mice. MSL-16215 449043-06 Monsanto Company 

Signature Name and Title 
See Page I for Signature J. Austin Burns, f>h.D. 

Re_gulalory Affairs Manag_er 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper vers1on. 
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Form Approved OMB No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this wllection of information is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per 
response for reregistralion and special review activilies, including lime for reading the instruclions and completing lhe necessary forms. Send comments regarding the burden estimate or any 
olher aspecl of this collection of information, including suggeslions for reducing !he burden to: Oireclor, OPPE Information Management Oivlsion (2137), U.S. Envitonmenlal Prolecllon Agency. 
401 M Slreet, S.W., Washinglon, DC 20460. Do not send lhe form to this address. 

DATA MATRIX 

Date: June I, 20 II EPA Reg. No./Pilc Symbol: 524-551 I Page 40 of 66 
Applicant's/Rcgislrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 
Ingredient B. t. Cry3Bb l protein and the _g_enetic material (vector ZMIR39) necessary for its prodlrction in event MON 88017 com (OECD Uni_que Identifier: MON-880!7-3) 

Guideline Reference Number Guideline Study Name MR!DNumbcr submitlcr 

Hileman, R. E. and J.D. Astwood (!999). Bioiuformatics 
Analysis of B.t. Protein 11098 and IJ.t. Protein 11231 
Sequences Utilizing Toxin and Public Domain Gcnclic 

885.1100 Databases. MSL-15870 449043-08 Monsanto Company 

.. 
Hileman. R. E;and J.D. Astwood (1999). Bioinlbm1atics 
Analysis of B.r. Protein II 098 and B.r. protein 11231 

1:185.1100 Sc<!llcnccs Utilizinl? an Allergen Databnsc. MSL-15g73 449043-09 Monsanlo Company 

Leach, J. N .• R. E. Hileman, J. W. Martin, R. S. Thoma, 
and J.D. Astwood {200!). Amended Report for MSL· 
15704: Assessment of the In Vitro Digestibility of B.t. 
protein ll 098 and B.r. 11231 Utilizing Mammalian 

885.1100 Digestive Fate Models. MSL-17166 454240-06 Monsanlo Company 

McKee, M. J. (2001 ). Bluegill Dic1ary Toxicity Study tor 
the Ba,·/1/us rlwri11giensis Cry3Bb I Protein Variant: A 

885.4200 Waiver Request. MSL-17383 455382-00 Monsanto Compauy 

Drottnr, K. R. and li. 0. Krueger (199!1). Bacillu:r 
thttringiensis !>rotcin II 098 in Com Pollen: 48-Hour 

885.4240 Stalic Renewal Acute Toxicity Test with the Cladoccra•l 
Series 72,Subdivi~;ion 13 (Dapll11ia mal(lla). MSL-16!63 449043-18 Monsanto Company 

Signature Name and Title 

See Page I for Signature J. Austin Burns, Ph.D. 

Regulatory Affairs Manag_er 

EPA Form 8570·35 (9-97) Eleclronic and Paper versions available. Submit only Paper version. 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washin_gton D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for !his collection of informa!ion is estimated 10 average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review aclivilies, including lime for reading !he instructions and completing I he necessary forms. Send comments regarding I he burden eslima!e or any 
other aspect of I his collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency. 
401 M Street. S.W., Washington, DC 20460. Do not send lhe form lo this address. 

DATA MATRIX 

Dutc: June I, 2011 EPA Reg. No./Filc Symbol: 524-551 I Page 41 of 66 
Applicanl's/Rcgistranl's Name & Address: 

Monsanto Comj)any, 800 N. Lindbergh Blvd., Sl. Louis, MO 63167 Product: MON 88017 

Ingredient B.t. Cry3Bbl protein and the genetic material (vector ZMIR39) neccssaty for its production i11 event MON 88017 com OECD Uniqlte Identifier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MRID Number Submitter 

Results of acute toxicity tests with Daphnta and catfish 
did not produce any evidence of adverse effects. 
Estuarine and Marine anima! smdics arc waived for this 
product bccaltsc of the very low lo no potential for 

885.4280 exposure lo Cry3Bb I r>rolcin from field com. NIA Monsanto Company 

Texicra, D. (2005). Evaluation ot' Dietary Effects o!'~• 
Cry3Bbl Protein Variant on Minute Pin1tc Bugs (Orirts 

885.4340 tnsitliosu.r ). MSL-I 9697 464799-05 Monsanto Company 

Since the aelivc ingredient in this product is an insect 
toxin (Bt endotoxin) that has never shown any toxicity 10 

aquatic or tcrrcstriul plmlls, these studies have been 
waived for this product. The Agency has determined 
there is no significant risk of gene caplltrc and oxprcs&ion 

885.4300 ofCry3Bbl protein by wild or weedy relatives of com. N/A Monsanto Company 

l'almcr. S. J. and H. 0. Krueger (!999). Badllus 
rhltringiemis Protein I! 231: Dietary Toxicity Study \vith 
t!tc Ladybird Beetle (Hippodamia convcu-gens). MSL· 

885.4340 16!66 449043· !4 Monsunto Company 

Hoxter, K. A., S. J. Palmer and H. 0. Krueger ( 1999). 
Bacilltts tlmriagtcmsts Pl'otcin I I 23 I: An Acute Toxicity 
Study with Earthworm in an Artificial Soil Substrate. 

850.6200 MSL-!6!62 449043-16 Monsanto Company 

Signature Name and Title 
Sec Page I for Signature J. Austill Bums, PllD. 

Re_gulalory Affairs Manager 

EPA Form 8570-35 (9·97) Electronic and Paper versions available. Submit only Paper version. 
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Washington, D.C. 20460 I 

I Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any I 
other aspect of this collec!ion of informa!ion. including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 2011 EPA Reg. No./Filc Symbol: 524-551 I Page 42 of 66 
Applicant's/Rcgislrnnl's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 l'roduct: MON 88017 
Ingredient B.t. Cry3Bbl protein and the genetic material (vector ZMIR39) necessa•y for its production in event MON 88017 com (OECD Unique Identifier: MON-88017-3) 

Guideline Reference Number Guideline St11dy Name MRID Number Submitter 

Teixeira, D. ( 1999}. Asscs~mcut of Chronic Toxici1y o( 

Com Tissue Containing the Bact/Ius r/mringieJr.Yts Protein 
!185.4340 I !098 to Collcmbola (Folsom Ia candida). MSL- 159!18 449043-17 Monsanto Company 

Palmer, S. J. and H. 0. Krueger (I 999}. Bacifllls · 
r/wril>giertsi.r l'rotcin I t231: A Dietary Study with Green 

885.4340 Lacewing Larvae (Chty;toper/a camea). MSL-16165 449043-12 Monsanto Company 

Palmcr,S. J. and H. D.Kmcgcr(l999). Bactllu.~ 
rllrrrtngiem:is Protein I 1231: A Dietary Stt1dy IVith the 
Parasitic Hymcuoptcra (Nasooia virripetmis). MSL-

885.4340 16167 449043-13 Mon~auto Company 

Dubchnan, S., M. Bhalli, B. Ayden, J. Murphy, S. Levine 
and C. Jiang (2005). Environmcnlal P11tc ofCry3Bbl 
Protein iu Com Fields Planted with MON 863. MSL· 

885.5200 19285 465103-01 Monsanto Compauy 

Duau, J. J., G. Head, M. McKee and T. E. Nickson 
(2001). Dietary Effects of Transgenic Bacillus 
r/mringiensts (Bt) Com Pollen Expressing a Variant of 
Cry3Bbl Protein on Adults oflhc Ladybird Bccl!c, 

885.4340 Ct)leomegil!a rnaculara. MSL- I 6936 4536!3·01 Monsauto ComJ)auy 

Signature Name and Title 
See Page I for Signature J. Austin Bums, Ph.D. 

Regulatory Affairs Manag_er 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 
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Washington, D.C. 20460 
Paperwork Reduction Act No lice: The public reporting burden for I his colleclion of informal ion is eslimaled to average 0.25 hours per response for registration aclivilies and 0.25 hours per 
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other aspect of this collection of information, including suggestions for reducing lhe burden lo: Director, OPPE Information Management Division (2137), U.S. Environmental Proleclion Agency, 
401 M Street, S.W .• Washinaton. DC 20460. Do nol send !he form lo this address. 

DATA MATRIX 

Date; J1tnc ! , 20 I I EPA Reg. No./Filc Symbol: 524-551 I Page 43 of 66 

Applicant's/Rcgistranl's Name & Address: 

Monsanto Company, 800 N. L'tndbergh Blvd., St. Louis, MO 63167 Product: MON 88017 

Ingredient B.t. Cry3Bbl protein and !he genetic material (vector ZMIR39) necessary for its production in event MON 88017 corn (OECD Unique Identifier: MON-88017-3) 

Ghirlclinc Rcfcrt:ncc Number Guidcliuc Study Name MRIDNumbcr SllbtniUcr 

Bryan, R. L., J. R. Porch aud H. 0. Krueger (200 1). 
Dietary Effects of Transgenic BT Com Po lieu Expressing 
a Variant of Cry3Bb I Protciu on the Ladybird Beetle, 

885.4340 Hippr>damta canverj!eus. MSL-17171 453613·02 Mousauto Company 

Bhatti, M.A., C. L. Pilcher, M. J. McKee. T. E. Nickson. 
G. P. Head and C. D. Pilcher (2001). Field Evaluation for 
the Ecological Impact of Com Rootwormlns.:ct-Protcctcd 

154·3500 Com on Non-Target Organisms. MSL-17179 455382-06 Monsmllo Co111pany 

Duan, J./., M. J. McKee anrt T. B. Nickson (2001). 
Dietary Effects of"rransgcnic Bacill11s rltul'ingi1.msis (Bt) 
Com Pollen Expressing a Variant of Cry3Bb I Protein on 
Larvae ofthc Ladybird Beetle, Coleomegilla maculata. 

8S5.4340 MSL-16907 455382-04 MonsatiiO Company 

Scars, M. anrt M. Mattila (2002). Dctcrtninatiou of the 
Toxicity of Com Pollen Expressing a Cry3Bbl Variant 
Protein to Firstlnstar Monarch Buucrny Larvae (Damrs 

885.4340 pfeximms) via Laboratorv Bioassay. MSL-17235 455382-05 Monsanto Company 

Head, G .• M. Plcau, S. Siv11ns11pramanian and T. Vaughn 
(200 I). Insecticidal Spectrum of Activity for Cry3Bb 

N/A Protein in virro. C3NTO 455382-07 Monsanto Company 

Signature Name and Title 
See Page I for Signature J. Austin Burns, Ph.D. 

Re_gufatory Affairs Manag_er 
-
EPA Form 8570-35 (9·97) Electronic and Paper versions available. Submit only Paper version. 
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oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

Washin_gton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for !his collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading !he ins! ructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information. including suggestions for reducing the burden to: Direclor. OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 20 II EPA Reg. No./Filc Symbol: 524-551 I Page 44 of 66 
Applicant's/Rcgislrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 

lugrcdicut B.t. Cry3Bbl protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unique Identifier: MON-88017-3) 

Guideline Reference Nu111bcr Guideline Study Name MRtDNumbcr Submitter 

Duau, J. J.. M. J. McKee, G. Head nud C. R. Brown 
(2002}. Endangered Species Impact Asscssmcetl for 

N/A Crv3Bbl Protein in Transgenic MON 863. MSL-176!4 455770-03 Monsanto Company 

·. 

Head, G. (2002). Research on 1hc Effects of Com 
Roouvorm Protected Transgenic Corn Events on 
Nontarget Organisms: Prcliminmy Rcsulls. Monsan1o 

154-2300 Reference No. OO-CR-032E-7 456530-03 Monsanto Company 

Bhatti, M.A., J. D. Dua1t, C. !.... Pilcher. M. J. McKee. 
T. E. Nickson, G. P. Head and C. Jiaug (2002}. 
Ecological Assessment ofNoutargcl Organisms in 1hc 
Plots of Com Rootworm Insect Prolcctcd Com Hybrid 
Containing MON 863 Event: 2000 • 200! Field Trials. 

154-3500 Report MSL-!7531 4579!6-0! Monsanto Compauy 

Sindcrmanu, A. R., J. R. Porch and H. 0. Krueger 
(2002). Evalua1ion of a Cry3Bbl Protein Varian1 in au 
Acute Toxicity Study with the Earlhwonn in an Artificial 

850.6200 Soil Substrate. MSL-!8!37 457571-01 Monsauto Comt>auy 

Gallagher, S. P., J. Grimes and J. B. Beavers (1999). 
Bacil/,r.r rh11ri1>giensi:r Protein 1!231 iu Com Grain: A 
Dietary Toxicity Study with the Northcne Bobwhite. 

885.4050 MSL-16t6l 449043·!5 Monsanto Company 

Signature Name and Title 

See Page t for Signature J. Austin Bums, Ph.D. 

Regulatoty Affairs Manager 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company II-CR-192E-2R 

Status Note 

Environmental 
OWN Assessment 

f:uvirOIIIIIC!IIal 
OWN Assessment 

Euviromncntul 
OWN Assessment 

Environmcutal 
OWN Assessment 

Environmental 
OWN Assessment 

Date 

June 1,2011 

Agency Internal Usc Copy 

Page 61 of 110 
186 

I 
' ' 

I 



Form Approved OMB No. 2070·0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading I he instructions and completing the necessary forms. Send comments regarding I he burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W .• Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Dn~c: June I, 20 I I EPA Reg. No./Filc Symbol: 524-551 _I_ Page 45 of 66 
Applicant's/Rcgistrant's Name & Adrlrcss: 
Monsanto Companv, 800 N. Lindbergh Blvd., St. Louis, MO 63 I 67 Product: MON 88017 
Ingredient B.t. Cry3Bbl protein and the genetic material (vector ZMIR39) neccssaty for its production in event MON 88017 corn (OECD Uni_que Identifier: MON-88017-3) 

Guideline Reference Number Guidcliuc Study Name MRID Number Submitter 

Maggi. V. L. (1999). Evaluation of the Dietary EfYcct(s) 
of Pmillcd Bacillus rhm·iugiensts Protein 11231 on Adult 

885.4380 Honey Bees (AeJs me/li{era L.). MSL-16169 · 449043-11 Monsanto Company 

Martin, J. W., M. J. McKee, S. Dubclman aod y. A. 
Dudin (2000). Aerobic Soil Degradation of the B.r. 
Protein 1109S·as a Component ofli•scct Protected Com. 

885.5200 MSL-16440 45156&-04 Monsanto CoiJlpany 

Oubclman, s., B. Ayden, M. Muctll, J. A. W11rrcn, C. 
Jiang, J. Bookout andY. Dudin (2002). Aerobic Soil 
Degradation of tile Bacillus rh,triugiensi.r Cry3Bbl 
Variant Protein Produced in Com Rootworm Protected 

885.5200 MON 863. MSL·l7102 457571-02 Mo11santo Company 

George, B. (2001 ). Comparison of Broiler Pcrfonna,tcc 
When Pcd Diets Containing Gvcuts MON 863, Parental 

885.4050 Line or Commercial Corn. MSL-17243 459415-01 Monsanto ConlJJllllY 

Maggi, V.L. ( 1999). Evaluntion of the Dietary Effects of 
Purified Bacillux rh111·ingiensis Protein 11231 on Honey 

885.4380 Bee Larvae. MSL-16168 449043-10 Monsanto Company 

Dubclman, S., B. Ayden, J. Colyer, B. Ledesma, S. 
Levine, F. Lloyd, G. Mueller, J. Warren & C. Ji<lng 
(2007) 13nvironmcntnl Fate of the Cry3Bb I anrt Cry I Ab 
Proteins in Com Fields Planted with MON 863 x MON 

885.5200 810 for Three Consecutive Y cars MSL-20589 472829-02 Monsnnto Co~ll_any 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

Regulatory Affairs Manager 
EPA Form 8570·35 (9·97) Eleclronic and Paper versions ava'tlable. Submit only Paper version. 
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Form Approved OMS No. 2070·0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for I his colleclion of informal ion is eslimaled to average 0.25 hours per response for regislralion aclivilies and 0.25 hours per 
response for reregislralion and special review aclivilies, including lime for reading lhe inslruclions and compleling lhe necessary forms. Send comments regarding lhe burden eslimale or any 
olher aspecl of !his colleclion of information. including suggeslions for reducing lhe burden lo: Direclor, OPPE Information Management Division (2137), U.S. Environmental Proleclion Agency. 
401 M Slreel. S.W., Washinalon. DC 20460. Do nol send lhe form lo !his address. 

DATA MATRIX 

Dale: June I, 20 II EPA Reg. No./Filc Sy1nbol: 524-551 I Page 46 of 66 
Applicanl's/Rcgislranl's Name & Addrcs~: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63l67 Produc1: MON 880l7 

lngrcdicm B.t. Cry3Bbl protein and !he genetic material (vcclor ZMIR39) necessary for ils production in event MON 88017 corn (OECD Unique Identifier: MON-88017-3) 

GuidcliHc Reference Number Guideline Sludy Name MRlDNnmbc.- Submiucr 

Du:m, J., M. Bhnui. C. Brown, G. Head, C. Jiang, C. 
Pilcher, C. Pilcher, D. Carson & T. Nickson {2007) Two 
Year Field Asscssmcnl oflhc Effcc1 of Combined Trait B1 

154·3500 Com Mon 863 x MON 81 0. MSL-!9696 472!!29·01 Monsamo Compnny 

Duan J. )., C. Ji~ng, M.J. McKee, M.A. Ncmc1h, b. 
Ward, G. !-lead, S. Levine, M. Bhalli and M. Paradise 
{2004). Slalislical Power Analysis of a Two· Year Field 
SIUdy Evalualing lhc Ecological Effccl of Com Even I 

!54-3500 MON 863. MSL-19246 462627·03 Monsanlo Company 

Duan J. J., C. Jiang, C. Brown, M. Dhaui, !vi. Ncmclh, T. 
Nickson and D. Ward {2004). Supplcmcnlal S1a1istical 
Analysis of Data from a Two-Y car Field Census SIUdy 

154-3500 wilh Com Evcn1 MON 863. MSL-19329 463942·02 Monsanlo Company 

Dubclman S., M. Bhalti and B. Ayden (2004). hucrim 
Rcporl: Assessment oflbc Environmcnlal Fa1c oflhc 
Cry3Bb l P•·o1cin in Com Fields Planlcd with MON 863. 

885.5200 MSL-!8931 46200!-01 Monsan1o Company 

Duan J. and M. Paradise (2005). Evalualion of Diclary 
Effects ofCry3Bb I Protein onlhc Ground Beetle 

885.4340 Poecillls cholcircs (Colcc<>mcra:Carabidac). MSL-!963! 464799-04 Monsmllo Company 

Head, G. (2004). Research on the Erfcc1s of Com 
Rootworm Prolcctcd Transgenic Com on No!i·Targcl 

!54·3500 Orl.!anisms: Publicalions & Manuscripls. 462627-02 Monsanlo Com(lanv 

Signature Name and Title 
See Page 1 for Signature J. Austill Burns, Ph.D. 

Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submil only Paper version. 

Monsanto Company ll-CR-l92E-2R 

Slatus Nolc 

Environmcmal 
OWN Asscssme~u 
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Form Approved OMS No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAl PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for I his colleclion of informalion is eslimaled lo average 0.25 hours per response for registralion aclivilies and 0.25 hours per 
response for reregistration and special review aclivilies, including lime for reading I he instructions and completing lhe necessary forms. Send comments regarding !he burden eslimale or any 
olher aspecl of lhis colleclion of informal ion. including suggestions for reducing lhe burden lo: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Slreel, S.W., Washin~lon, DC 20460. Do nol send lhe form to this address. 

DATA MATRIX 

Date: June I, 20 II EPA Reg. No.IFilc Symbol: 524-551 I Page 47 of66 

Applicaul's/Rcgisrranl's Name & Address: 

Monsanto Company, 800 N. Lindberg_h Blvd., St. Lou'rs, MO 63167 Product: MON 88017 
lngredicnr B. I. Cry3Bb 1 prole in and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 corn {OECD Unique fdenlifier: MON-88017-3) 

GHidclinc Rclcrcnec Number Guideline Srudy Name MRlDNumbcr Submiucr 

Mammalian wildlife cxpos\lrc to Cry3Bbl protein is. 
considered likely; however, I he Cry3Bbl toxiciry data for 
Human Health Assessment indicate that there is no 
significanr roxicity to rodcnls l"orm rc.~ting at the 
maximum hazard dose. Therefore 110 hazard to 

885.4150 mammalian wildlife i& anrici\latcd. N/A Monsanlo Co111pany 

Li, M. H. and E. H. Robinson ( 1999). Evaluariou of 
lnscer Protccrcd Com Lines MON 853 and MON 859 as a 

885.4200 Feed Ingredient for Catfish. MSL-16164 449043-19 Monsanto Company 

. 
Duan, J. J., G. Head, M. J. McKee and 0. P. Ward (2003). 
Oata Waiver Request: Toxiciry of B.t. Cry3Bbl Protein 

&85.4340 in rhc Red Milkweed Bccllc (Tetmope;r SQ.). MSI-18741 N/A Monsa11to Company 

Pilcher. c. D. (2001). Efficacy ofMON 863 Againsl 
Com Rootwonn and Comparison to Insecticide 
Trcatmcnls- Rcsulrs of Y car 2000 Picld Trials. 

NIA Monsanlo Ref. No. OO..CR-032F..-3 453613-03 M onsa1110 Com1rany 

Mitchell, P. D. (2002). Yield Bcncfil ofMON 863. 
N/A MSL-17782 456530-02 Monsanto Company 

Signature Name and Title 
Sec Page 1 for Signature J. Austin Bums, Ph.D. 

Reg_ttlatory Affairs Manager 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper versron. 

Monsanto Company II-CR-192E-2R 
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Fonn Approved OMB No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WashiJ'lgton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE lnfonnation Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W .• Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Dale: June l, 20 I I EPA Reg. No./filc Sz:mbol: 524-551 I Page 48 of 66 

Applicam's!Rcgis«ranl's Name & Addtcss: 

Monsanto Com_pany, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product MON 88017 

lngrcdicn« B.t. Cry3Bb l protein and the genetic material (vector ZMIR39) necessary for its production in event MON 880 f7 corn (OECD Unique Identifier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MRID Number Submiucr 

Ward, D. P. (2002). Public Interest Asscssltlcn« 
Suppor1ing Registration of Bacillus rlwringiensis 
Cry3Bbl Protein and the Genetic Matcrinl (Vector 
ZMIR 13L) Necessary for i«s Production in MON 863. 

NIA MSL-17766 456530·01 Monsanto Company 

Miller, D. (2000). Public Interest Document SupporHng 
lhc Registration and Exemption front the' Requirement of 
a Tolerance for <he Plant-lncorpora«cd Prolcctant, 
Bacil!u.v rhuringif!usl~ Cry3Bb Protein, and <he Gcnclic 
Material Necessary for its Produclion in Com (Vcclor:s 
ZM!R12L, ZMIR13L and ZMfR14L). Monsanlo Ref .. 

NIA No. 99-781E 450297-01 Monsanto Company 

Alston, J. M .• J. Hyde and M. C. Marrd (2002}. An Ex 
Anlc Analysis of the Bcuclils fromlhc Adoplion of 
Monsanto's Com Roo«worm Resistant Varietal 

N/A Technology · YicldGnrd"' Roolworm. MSL-17993 456923-01 Monsanto Company 

Vaughn, T. T., M. Plcau, R. Knu1son and T. Coombe 
(2001}. Comparing lhc EfficacyofMON 853 and MON 
863 «o Three Com Rootworm Species, Nor1hcm Com 
Roolwotm (Diab,·otica bm·beri), Southcm Com 
Rootworm (D.ltndecimpnncrara !towm·di), and Wcslcm 

N/A Corn Roolwonn (D. vi>·gi{era vir~ifem). MTC RPT4 455382·08 Monsatllo Company 

Vaughn, T., D. Ward, J. Pershing, G. Head und J. 
McFcrson (2001). An Interim Insect Resistance 
Management Plan for MON 863: A Transgenic Corn 

N/A Roo«worm Control Product MSL·I7SS6 455770-01 Monsanto Company 

Signature Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

Regulatory Affairs Manager 

EPA Form 8570-35 (9·97) Electron·lc and Paper vers·1ons available. Submit only Paper .vers1on. 

Monsanto Company ll·CR·l92E-2R 
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Form Approved OMB No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response lor registration activities and 0.25 hours per 
response for reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington. DC 20460. Do not send the form to lhis address. 

DATA MATRIX 

Dale: June I, 20 I I EPA Reg. No./Filc Symbol: 524-551 I Page 49 of 66 
Applicant's/Rcgistralll's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 

lngrcdienl B.t. Cry3Bbl protein and the genetic material {vector ZMIR39) necessary for its produclion in event MON 88017 corn (OECD Unique Identifier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MRID Number Submitter 

' 
Vaughn, T.l2004). Progress Report on Insect Resistance 

NIA Managcmenl for Corn Event MDN 863. 461865-01 Monsanto Company 

: 

Vaughn, T. (200 1). Preliminary Results of Research on 
Insect Resistance Manngcmcnt for a Transgenic Com 

NIA Rootworm Control Product. 453484-01 Monsanto Comnany 

Heal!, G. and K. Reding. 12006). Com roolwonn hrsc~1 
Resistance Management Research 1 fourteen journal 

N/A pnblications) 467424-01 Monsanlo Company 

Davis, P., G. Head, J. MePcrson ct. at. (2000). Insect 
Rcsislancc Managcmcnl for a Transgenic Ct?m Rootworm 

NIA Conlrnt Product. 451568-05 Monsanlo Company 

Vaughn, T. (2003). Sslimming Cry3Bbl Rcsislaucc 
Allele Frequencies in Corn Rootworm Larvae Feeding on 

NIA MON 863. Monsanto Ref. No. 03·CR-097E-4 459438-01 Monsanto Company 

Signature Name and Title 

See Page 1 fot· Signature J. Austin Bums, Ph.D. 

-
Regulatory Affairs Manager 

EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version. 
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Form Approved OMB No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for !his colleclion of information is eslimated Jo average 0.25 hours per response for registration aclivities and 0.25 hours per 
response for reregistralion and special review activities, including time for reading !he inslructions and completing !he necessary forms. Send commenls regarding the burden eslimale or any 
other aspect of this collection of informalion. including suggestions for reducing the burden to: Director, OPPE InfOrmation Management Division (2137}, U.S. Environmental Protection Agency, 
401 M Streel, S.W .• Washinalon. DC 20460. Do not send !he form to this address. 

DATA MATRIX 

Dale: June I, 20 II EPA Reg. No.!Filc Symbol: 524-551 I Page 50 of 66 
ApplieMI's/Rcgistmnl's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Produel: MON 88017 

lugrcdicnl B.t. Cry3Bbl protein and the gcnelic material (veclor ZMIR39) necess;Hy for ils production i11 event MON 880f7 corn (OECD Unique Identifier: MON-88017-3) 

Guideline Rcfcrcucc Number Guideline Study Name MRJDNumbcr Submi1tc1· 

T. Vaughn (2005). Second Prog•css Rcporl oulnsccl 
Resistance Management for Com Even! MON 863. 

NIA REVISED N/A Monsanlo Company 

Lcllcr submillcd May 23,2003 lo EPA wilh 12 rc~curch 
prolocol~ on the biology aud ecology of I he com ·, 

NIA roolworm pcsl·complcx. N/A Mousaulo Company 

Vaughn, T. (2004). 2004 Progrc~s Rcporl for lhc Corn 
NIA Even I MON 863 Rcsislancc Moniloring Progrom. 462627-01 Monsanto Company 

Adminislralivc Malcrials in Supporl of1hc Rcgislraliou of 
Bacillus rh11ringiensis Cry3Bb Protein and !lie Genetic. 
Ma1crial (Vcclor ZMIR 13L) Necessary for ils Produelion 
in Corn; and Amendmcnl of lhc f>rcvious Rcqucsl for 
Exemption from the Rcquircmenl of a Tolerance, 

NIA PP7f4888 451568-00 Mon~anto Co111pany 

Pilaeinsk.i, W. P. and M. W. 'faylor ( 1999). · 
Admiuis1ra1ive Malcrinls in SuppOrl of the Rcgislraliou of 
I he Plam-Expresscd J>rotcclaul 8(1ci/lus thllringiensi.v 
Com Rootworm Conlrol Prolciu, as l'roduccd in lhc Com 
(Z(Ja may.r, L.), and I he Amcnd111cn1 lo I he Previous 
Request !'or Exemption from lhc Rcquircmcnl of a 

NIA Tolerance. PP7f4888 449043-00 Mousanlo Compa11y 

Signature Name and Title 

See Page l for Signature J. Auslin Burns, Ph.D. 

Regulatory Affairs Manager 

EPA Form 8570-35 (9-97} Electronic and Paper versions available. Submil only Paper version. 
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Form Approved OMB No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. including time lor reading the instructions and completing the necessary forms. Send convnents regarding the burden estimate or any 
other aspect of this collection or information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 2011 EPA Reg. NoJfli le Symbol: 524-551 I Page 51 of 66 

Applicant's!Rcgistranl's Name & Address: 

Monsanto Company, 800 N. L'mdbergh Blvd. St. Louis, MO 63167 Product: MON 88017 

lngrcdicm B.r. Cry3Bb1 protein and the genetic material (vector ZMTR39) necessary for its production in event MON 88017 corn (OECD Unique Identifier: MON-88017-3) 

G11idclinc Reference Number Guideline Study Name MRIDNumbcr S11bmiuer 

Petition for Uxemption J}"om the Requirement of a 
Tolerance for Bacilltt~· rhttringiensls Cry I, Cry2, and Cry3 
Classes of l'rolcins and the Genetic Material Necessary 
for tbc l'roduction of These Proteins In or On All Raw 
Agriculb1ral Commodities When used as l'lant-Pcsticide 

N/A Active lngrcdienL~. !'P 7F4888 Mon~anlo Company 

McCoy, R. L. and A. Sivanovich (2003). Bioiulonnntics 
Analysis of the CP4 £!PSI'S Protein Utiliziug the AD4, 

885.1100 TOXINS and AU .. Pl:JPTIDBS Databases. MSL 18752 466361-01 Monsanto Company 

McCoy, R.L. nnd A. Sivanovich (2005). Updated 
Bioinfonnaties Evaluation of the CP4 EPSPS Protein 

885.1100 Utili;dng the ADS Oatnbnsc. MSLI9894 466361-02 Monsmllo Compnny 

IVIOIISillllO Coonruny (1995). Submi.ssion orToxicolog~ 
Datn in Support of a Tolerance Petition for CP4 EPSPS as 

885.3050 a Plant Pesticide Formulation Inert Ingredient 
Transmiual of I Study. 4369 19-00 Monsanto Compnny 

Harrison, L., M. Bailey, D. Nida, M. Taylor, L. Holden 
and S. Padgcttc ( 1993). Preparation and Confinnation of 
Doses for an Acute Mouse feeding Study With CP4 

885.3050 EPSPS. Lab l'rojCC( Numbers: 92·01 -30- 12: 92-419-7 19 436919·01 MollSalliO Company 

Signature Name and Title 
See Page l for Signature J. Austin Burns, Ph.D. 

Regulatory Affairs Manager 
-- --- ---

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Monsanlo Company li-CR-192E-2R 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY I 
401 M Street, S.W. I Washington, D.C. 20460 

I Paperwork Reduction Act Notice: The public reporting burden for this collection of informalion is estimated to average 0.25 hours per response for regislralion activilies and 0.25 hours per 
response for reregislralion and special review activilies. including lime for reading lhe inslruclions and compleling the necessary forms. Send commenls regarding lhe burden eslimate or any I 
other aspecl of lhis colleclion of informalion, including suggeslions for reducinglhe burden lo: Direclor, OPPE lnformalion Management Division (2137}, U.S. Environmental Proleclion Agency, 
401 M Street, S.W .• Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 20 II EPA Reg. No./l~ilc Symbol: 524-551 II' age 52 of 66 
Applicanl's/Rcgistr.mt's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 

lugrcdicnl B.t. Cry3Bb I protein and the genetic material (vector ZMIR39} necessary for its production in event MON 88017 corn (OECD Unique Identifier: MON-88017-3} 

Guideline Reference Number Guideline Study Name MRID Number Submitter 

Padgcuc, S., G. Barry, D. Rc, D. Eichhollz,M. Weldon, 
K. Kolacz and G. Kishorc ( 1993). Purification, Cloning. 
and Characterization of a Highly GlyphosatC· Tolerant 5· 
cnolpyruvylsllikimatc-3-phosphalc Synthase !roan 

885.1100 Agrobocrerinm sp. Strain CP4. MSL-!2738 438076·01 Monsnlllo Co111pany 

Bishop, B. (!993}. Production of CP4 EPSP iu a '1 00 
Liter Recombinant E:rc/K!ricMa,·o/i Fcnncntation. MSL-

885.1!00 12389 438076-02 Mousanlo Company 

Heeren, R .• S. Padgcuc and M. Gus1alson ( 1993). The 
Purification of Recombinant &·drerkhla coli CP4 5-
cnolypyruvylshikimatc-3-pllosphatc synthase .for 

885.1100 F.quivalcrtcc Studies. MSL-12574 438076·03 Monsanto Company 

Monsanto Company ( 1995). Submission of Producl 
Chemistry, Toxicology and Pesticide Fate in Animal~ 
Oata in Suppon of the Exemption for the Rcquireme111 of 
a Pel ilion for Tolerance for CP4 EPSPS. Transmittal of 4 

N/A studies. 436433-00 Monsanto Company 

Harrison, L., M. Bailey, R. Lcimgruber, C. Smith, D. 
Nida, M. Taylor. M. Gustafson, B. Heeren and S. 
Padgcllc ( 1993}. Charoctcrizatiou of Microbially-
Expressed Pmtcin: CP4 13PSPS. Lab l'rojcct Number: 

885.1100 92/01/30/14: 12901 436433-01 Mousan1o ComQauy 

Signalure Name and Title 
See Page 1 for Signature J. Austin Bums, Ph.D. 

-- -- -- ---- --- --- --- Regulal~ry Affairs Manager 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper version. 
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Form Approved OMS No. 2070-0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for !his collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activi!ies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 20 I I EPA Reg. No./Fi!c Symbol: 524-55 J I Page 53 of 66 
Applicant's/Rcgistrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh BJvd., St. Louis, MO 63167 Product: MON 88017 
Ingredient B.t. Cry3Bbl protein and the genetic material (vector ZMIR39) necessaty for its production in event MON 88017 com (OECD Unique Identifier: MON-88017-3) 

Gnidc!inc Reference Number Guideline Sn1dy Name MR!D Number Snbmittcr 

Lee, T., M. 13ai!cy, C. Smith, J. Zcng, E. Elswick anrl P. 
SlUldcrs ( 1995). Assessment ot' the Equivalence ofCP4 
BPSPS Protein Produced in Eschericltia coli and 
European Com Borer Resistant Com. Lab Project 

885.! !00 Number: 94-01-39-10: MSL-13920 436433-02 Monsanto Company 

Naylor, M. ( 1993). AclUC Oral Toxicity Study ofCP4 
885.3050 l!PSPS in Albino Mice. f,ab Project Number: 92223 436433-03 Monsanto Company 

Ream, J., M. Bailey, J. Lca\:h and S. Pat!gcuc ( 1993). 
Assc,~smcnt of the in vitro Digestive Pate of CP4 EPSPS 

885.1100 Synthase. Lab Project Number: 92-0!-30-15: !2949 436433-04 Monsanto Com)>any 

Revisions and Clarification to the Terms& Conditions of 
Registration for Com Event MON 863 and Yic!dGard~ 
Plus Com; Progress Report on Multiple !RM-Rclatcd 
Activities for MON 863; and Rc.~ponsc to BPA Letter 

N/A Dated August !3, 2004. Submiltcd 7/712005. N/A Monsanto Company 

Siegfried, B. and T. Spencer (2005). Susceptibility of 
Neonate Rootworm Larvae to the Cry3Bb I Toxin from 
Bociltns thuringinesis. Titis report satisfies the Insect 

NfA Monitor in!!. Tcnns & Conditions. 467259·01 Monsanto Company 

Signature Name and Title 
Sec Page 1 for Signature J. Austin Burns, Ph.D. 

--~ -~- -- ·-- ·--·- -~ ~- - R~ulatory Affairs Manager 

EPA Form 8570-35 (9·97) Eleclronic and Paper versions available. Submit only Paper version. 

Monsanto Company J l-CR-J92E-2R 

Status Note 

OWN Inert Ingredient 

OWN Inert Ingredient 

OWN Inert Ingredient 

Terms& 
OWN Contlitions 

Terms& 
OWN Conditions 

Date 

June I, 2011 

Agency Internal Use Copy 

Page 70 of J JO 
195 

I 

I 
I 



..._/ 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Form Approved OMB No. 2070-0060 i 

401 M Street, S. W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for I his collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden eslimate or any 

I 
other aspect of this collection of information. including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, ' 
40f M Street. S.W. Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 2011 EPA Reg. NoJFile Symbol: 68467-5 I Page 54 of 66 
Applicrull's/Rcgistrnnt's Name & Address: ' 

Monsanto Company, 800 N. Lindber~h Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection 
Ingredient B.r. Cry34Abl and Cry35Abl Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP!7662) in com (OECD ldentiftcr: DAS-
59122-7) 

Guideline Rcfcrcucc Number Guideline Study Nome MRIJ) Nurnbcr Submitter Stan1s Note I 

Product cl.rornctcrization dntn for Bacillus thul'ingiensls 
PS149BI 13.6 kDa and 43.8 kf)a insecticidal crys1al 
proteins expressed in lronsgcnic maizc_~lants 45242201 68467 PER 

Equivalency of microbial and maize-expressed rs t49B I i 
proteins ; 45242203 68467 PER 

Microbial PS149DI Binary Delta-Endotoxin: Maize· 
Insect-Pest Susccptibili!Y Study 45242204 68467 PER 

Comparison oft he Amino Acid Sequence of the Bacillus 
ilmri11g;ellsis Strain PS 149B I I 3.6 kl)a and 43.8 kf)a 
lnsccticidol Crystal Proteins to Known Protein Allergens 45242205 68467 PER 

Cl!aractcrizatiou of Pseudomoii(IS produced and 
transgenic maize expressed plrosphinotl.rricin 
acctyllransfcrasc (PA 1)_])1'otein 45242206 68467 PER 

PSI49BI 14 KDA Protein: Acute Oral Toxicity Study iu 
CD-I Mice 45242207 68467 PER 

Signature Name and Tille Date 

See Page 1 for Signature J. Austin Bums, Ph.D. June 1, 2011 

---- - Regulatory Affairs Manager 
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

Monsanto Company 11-CR-192E-2R Page 711§510 
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&EPA 
Form Approved OM8 No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reponing burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hOurs per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any ' 

other aspect of this collection of information, including suggestions for reducing lhe burden to: Director, OPPE Information Management Division (2137). U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washington. DC 20460. Do not send !he form to lhis address. 

DATA MATRIX 

Date: June I, 20 II EPA Reg. NoJFilc Symbol: 68467-5 I Pa~c ss of66 
Applicam's/Rcgistr:mt's Nome & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection 
• Ingredient B.t. Cry34Abl and Cry35Abl lnscclicidal Cryslal prolein and lhe genetic malerial necessary for ils prodnclion (plasmid insert PHPt7662) in com (OECD Identifier: DAS-

59122-7) 

Guideline Reference Number Guideline Study Name MRlDNumbcr Submitter Status Note 

PS 1498 I 44 KDA Protein: Acute Oral Toxicity Study !11 
CD·I Mice 45242208 68467 PER 

PS 1498 I 14 KDA and 44 KDA Prolcius:;A~r,tc Oml · 
Toxieity_stU<Iy in Coq Mice 45242209 68467 PER 

I 

PSI49B l Bin:u:y Jnsccticidol Crystal Protein: A Dietary 
ToxicitY Study tVilh the Ladybird Beetle 45242210 68467 PER 

The Tri·Trophic Interaction Between P$14981 I 
Transformed Maize, Com Leaf Aphid and Ladybird 
Beetle 45242211 68467 PER 

In Vitro Dil!cstibilily ofPSI4981 Proteins 45242212 68467 PER 
i 

Quanlitativc ELISA analysis ofPSI49BI prolcin 
expression levels in hybrid and inbred lines of maize 
event TC5639 (interim rcp_ort) 452422t3 68467 PER i 

Signature Name and Title Date I 
Sec Page 1 for Signature J. Auslin Bums, Ph.D. Juncl,20ll 

Regulatory Affairs Manager 
EPA Form 8570·35 (9·97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

Monsanto Company ll-CR-l92E-2R Page72fgJ!O 
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oEPA 
Form Approved OMB No. 2070-0060 i 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY I 

401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137), U.S. Environmental ProtecUon Agency, 
401 M Street, S.W., WashinQion, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 20tt EPA Reg. No./f:ilc Symbol: 68467-:5 I Page 56 of 66 
Applicant's/Rcgistrolll'S Name & Address: 

Monsanto Company, 800 N. Lindber~h Blvd., St. Louis, MO 63167 Product: Herculex® R W Insect Protection 
Ingredient B.t. Cry34Ab I and Cry35Ab I Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insen PHP17662) in com (OECD Identifier: DAS· 
59122-7) 

Guideline Reference Number Guideline Study Nnmc MRtDNumbcr Submitter Status Note 

Dcgrndation of Microbial Binary PS149BI Delta· 
Endatoxin in a Representative Soil from the Mid-Western 
USA Maizc·Gtawin~: Rcgian 

.. 
45242214 68467 PER 

Product durability plan for lronsgcnlc maize exprc~sing 
insecticidal crystal protein from Bacilhts tlmringiensis 
strain PS 1498 I during the experimental usc period 45242215 68467 PER 

Field efficacy ofPS149BI maize events against com 
rootworms 45242216 68467 PER 

Microbial PS 1498 I Binary Insecticidal Crystal Pracin, 
Pollen Expressing PS 149BI Binary Insecticidal Crystal 
Protein, and lndividunll'SI49BI 141<Da and 441<Da 
Insecticidal Crvstal Ptotcins 45340701 68467 PER 

: 

Titcrmolability af PS 1498 I Binary Dclta-Bndoloxin 45358401 68467 PER 

PS 14 9B I binary insecticidal crystal protein: Acute toxicity 
study to the carthwotm in an artificial substrate 45360201 68467 PER 

Signature Name and Title Date 
See Page I for Signature J. Austin Bums, PILD. June 1, 2011 

I 

Regulatory Affairs Man<~gcr I 
I 

EPA Form 8570·35 (9·97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

Monsanto Company ll-CR-192E-2R Page73,wo 



&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 I 

Paperwork Reduction Act Notice: The public reporting burden tor this collection of informalion is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per I response for reregistration and special review activilies, including time for reading I he instructions and complellng I he necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden lo: Director. OPPE Information Management Division (2137}, U.S. Environmental Proleclion Agency, 
401 M Street. S.W., Washington. DC 20460. Do not send the torm to this address. 

DATA MATRIX i 

Dale: June I, 20 II EPA Reg. NoJFilc Symbol: 68467-5 I PaAc 57 of 66 
Appticam's/Rcgislr:m(s Name & Address: I 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insecl Protection 
Ingredient B.t. Cry34Abl and Cry35Abl Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHPt7662) in com (OECD Identifier: DAS-
59122-7) 

Guideline Rcfcrcucc Number Guideline Study Nome MRIDNumbcr Submillcr Status Note I 
Lateral now lest kit method validation for lhc detection of 

I 
tbc PS 149B I 14 kDa and 44 kDa orotein in maize grain 45383401 68467 PER 

Heat lability of individual proteins of the PSI49BI binary 
ICP 45584501 68467 PER 

tu Vitro Simulated Gastric Fluid Digestibility Study of 
Microbial!y_ Derived Cry)4Ab I Protein 4SS84S02 68467 PER I 

' 

Charactcri7.alion ofCry34Abl and CryJSAbt from 
Recombinant Psendomonasjluoresccns nnd Transgenic 
Maize 45790401 68467 PER 

Cbaracterization of DNA Inserted into Transgcuic Com 
Event~ (Cry)4Abt 3nd G_ry)SAbl) · 45790402 68467 PER 

PSI49BI Binary Insecticidal Crystal Protein: An 8-Day 
Dietary Study witb tbc Rainbow Trout, Onc:orliyllclnts 
uwkiss. Wolbaum 45790403 68467 PER 

PS149BI Binary Insecticidal Crystal Protein: An Acute 
Toxicity Study with the Oopbnid, Daphnia m:~gna Straus 45790404 68467 PER 

Signature Name and Title Date 
Sec Page l for Signature J. Austin Bums, Ph.D. June 1, 2011 

I 
--- -- Regulatory Affairs Manager I 

EPA Form 8570-35 (9-97} Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 houts per response for registration activities and 0.25 hOurs per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the butden estimate or any 
other aspect of this collecllon of Information, including suggesllons for reducing the burden to: Director, OPPE lnfotmation Management DMsion (2137), U.S. En'Jironmental Protection Agency, 
401 M Street. S.W., Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June l, 20 I t cPA Reg. No./Filc Symbol: 68467-5 I Page 58 of 66 
Applicant's/Rcgistrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63 (67 Product: Hercu1cx® R W Jnsec/ Pro lee/ion 
Ingredient B.t. Cry34Abl and Cry35Ab I Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP17662) in com (OECD Identifier: DAS· 
59122-7) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

PSI49BI Binary Insecticidal Crystal P1otein: Dietary 
ToxicitY to Parasitic Bymenoprcrn (Nosouia vitripellnis) 45790405 68467 PER 

Assessment of Chronic Toxicity of Diet Coutaining 
Bacillus tlmringirmsis PSI49B l Insecticidal Crystnl 
Protein to Collcmbola (F'al.~omio oondilla) 45790406 68467 PER 

PS l49B I Insecticidal Crystal Protein: Dierary Toxicity to I 

Green Lacewing Larvae (Chtysopeda cameo) 45790407 68467 PER 

SDS-PAGE Sensitivity An:llysis for Cry35Ab l in Support 
of tire Simulated Gastric Fluid Digestion Study I MRIDH45242212 45790408 68467 PER 

Trait Durability and Expcrimcntnl Usc of Transgenic 
Maize expressing the IIISCCticidal Crystalline Proteins 
Cry34Abl and Cry35Abl 45790509 68467 PER 

Field Efficacy of Cry34Ab I/Cry35Ab I Maize cvc111s 
A~;oinst Com Rootwonns 45790410 68467 PER 

Product chaructcrization data for 8oci/!tts tllltringicn:ri.~ 
Cry34Abl and Cry35Abl proteins expressed in 
transj!.enic maize -plants (PHP 17658) 45790501 68467 PER 

Product Charocrcrization Dato for Baci/ilts tiluringiensis 
Cry34Abl and Cry35Abl Proteins Expressed in 
Transgenic Maize Plants (PHP 17662) 45790601 68467 PER · 

Signature Name nnd Title Date 
Sec Page I for Signature J. Austin Bums, Plt.D. June 1, 2011 

Regulatory Affairs Manager 
EPA Form 8570·35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

Monsanto Company 11-CR-192E-2R Page 7s~0&o 
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&EPA 

Form Approved OMB No. 2070-0060 · 
UNITED STATES ENVIRONMENTAl PROTECTION AGENCY 

401 M Street, S.W. 
Washington, D.C. 20460 

Paperwork Reduction Act Notice: The pubtic reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the butden estimate or any I other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE lnfotmation Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, SW .. Washinaton, DC 20460. Do not send the form to this address, 

DATA MATRIX 

Date: June I, 20 II EPA Reg, NoJFitc Symbol: 68467-5 I Page 59 of 66 
Applicanfs/Rcgistmnt's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St Louis, MO 63167 Product: Herculex® R W Insect Protection 

• tngJcdicnt B.t. Cry34Abl and Cry35Abl Insecticidal Crystal protei II and the genetic material necessary for its production (plasmid insert PHP 17662) in com (OECD Identifier: DAS-
59122-7) 

Guideline Reference Number Guideline Study Name MRIDNumbcr Sub miller Status Note 
Summary of Heat Lability Studies with 
Crv34Ab I/Cry35Abl 45808601 68467 11ER I 
Quantitative ELISA analysis of Cry34Ab I and Cry35Ab I 
proteins expressed in maize plants transformed with the 
vector PHP17658 45833101 68467 PER 
Quantitative ELISA analysis ofCry34Abl and Cr.y35Abl 
proteins expressed in maize plants CmnstOrnicd with the 
vector PHPt7662 45833102 68467 PER 

Quantitative ELISA Analysis of Cry34Ab land 
Cry35Abt Proteins Expressed in Mai1.c Plants 
Transfomtcd with the Vector PHP 17662 45833201 68467 PER 

Slide Presentation Summarizing Cry34Abi/Cry35Ab I 
Heat tnaclivotion Studies. 45860201 68467 PER 
Probe MOA studies to assess potential for protein 
synthesis inhibition by Bacillus thJtringir!llsis PS t49B I 
Cry34Abi/Cry35Abt proteins in rabbit reticulocyte 
assay: Re-examination of lab notebook data 45942801 68467 PER 

Product cllaractcrization data for Bacil/tts tl111ringieusis 
Cry34Ab I and Cry35Ab I proteins expressed in 
transgenic maize plants (PHP17662) 46030001 68467 PER 
tndcpcndcnl Laboratory Vatidation·Pionccr Hi-Bred 
tntcmntioual, Inc. ELISA Method for the Quantitilication 
of G_ry)4Ab I Protein from Transgenic Plants 46123901 68467 PER 
Independent Laboratory Validation of Dow AgroScicnccs 
Method GRM 03.13, ''Dctcnniuation ofCry35Abt 
Insecticidal Crystal Protein in Maize Tissue by Enzyme-
Linked tmmuuosorbcnt Assay" 46123902 68467 PER I 

Signature Name and Title Date I See Page 1 for Signature J. Austin Bums, Ph.D. June I, 2011 I 

-- Regulatory Affairs Manager I 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper vers·ton. Agency Internal Use Copy 

Monsanto Company II-CR-192E-2R Page 76j6110 
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&EPA 

Form Approved OMS No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
Washington, D.C. 20460 _j 

Paperwork Reduction Act Notice: The public reporting buroen 1or this collection of information is estimated 10 average 0.25 hours per response for regislrallon activities and 0.25 hours per I response for reregistration and special review aclivilies, including lime for reading I he instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of inlormation, including suggestions for reducing the burden to: Director, OPPE lr11ormation Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX i 

Dote: June I, 20 II EPA Reg. NoJFilc Symbol: 68467-5 lragc60of66 I 
Applicanl's/Rcgislrnnl's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW brsecl Protection 
Ingredient B.t. Cry34Abl and Cry35Abl Insecticidal Ctyslal protein and !he genetic material necessary for its production (plasmid insert PHP17662) in com (OECD Identifier: DAS-
59122-7) I 

Guideline Reference Number Guideline Study Name MRIDNumbcr Submincr Stains Note 

Cry34/35 Protein ·Distribution and Familiarity 46123903 68467 PER 
Agronomic Charnctcrislics, Quantitative EUSA ond I 
Nutrient Composiliou Anolysis of Hybrid Maize Lines . 
Containing Cry34Abt, Cry35Abl and PAT Genes: Chile 
Locations 46123904 68467 PER 

Biological equivalency ofCry34135Ab I insecticidal I 
crystal protein in transgenic plants and derived from 
lrnnsl!cnic PseudomonM /l1rorescens 46123905 68467 PER 

Characterization ofCry34Abl nnd Cry35Abt Proteins I Derived from Transgenic Maize event E4497 .59.122 
(DAS-59122-7) 46123906 68467 PER 

Choraclcrization of Phosopltinolhricin Acctyllransfcrnsc 
(PAT) Derived from Trnnsgcn ic Maize Event 

I E4497 .59 .1.22 46123907 68467 PER 

Characterization of DNA Inserted into Transgenic Com 
I Evcn1s DAS-45216·6and DAS-59122-7 46123908 68467 PER 

Signature Name and Tit)e Date 
Sec Page 1 for Signature J. Austin Bums, Ph.D. June l, 2011 

Regulatory Affairs Manager 
EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

Monsanto Company ll-CR-l92E-2R Page 77 2Y)2l 0 
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&EPA 

Fonn Approved OMB No. 2070·0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S. W. 
Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time tor reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any ' 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE lnfotmation Management Division (2137), U.S. Environmental Protection Agency, 
40 t M Street, S.W .. Washinoton, DC 20460. Do not send the form to thiS address. 

DATA MATRIX 

Date: June I, 201 I EPA Reg. No.!Filc Symbol: 68467-5 I Page 6t of 66 
Applicanl's/Rcgistrnnt's Name & Address: 
Monsanto CompaJ!Y, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection 
lngrcdicm B.t. Cry34Abl and Cry35Abl Insecticidal Crystal protein and the genetic material necessary tbr its productiott(plasmid insert PHPI7662) in com (OECD Identifier: DAS- . 

59122-7) 

Guideline Reference Number Guideline Study Name MRJDNumbcr Snbmiucr Status Note 

Dctnilcd chaructcrization of DNA inserted into transgenic 
com events DAS-45216·6 and DAS-59122-7 46123909 68467 PER 

.. ' I 
Evaluation of microbe derived Cry34Abl and Cry35Abl i 
proteins for protein synthesis inhibition activity 46123910 68467 PER 

Nutritional Equivalency Study of Maize Containing 
Crv34Abl and Cry35AB I: Poultry Feeding' Study 461239tt 68467 PER 

I 
The effect ofCry34Abi!Cry35Abt proteins on the 
development and monality of the Ladybird beetle 
ColemcJdlla r~rocrrlata DcGccr 461239t2 68467 PER 

Non-tnrgel Invertebrate Ecological Risk Assessment for 
I Field Com Expressing Cry34Ab land Cry35Abt 

Insecticidal Crystal Proteins in Event DAS-591227 46123913 68467 PER 

Evaluation of the impact of com rootwonn control I 
strntcl!ics on non-target arthropods 46t23914 68467 PER i 

Signature Name and Tille Date i 
See Page 1 for Signature J. Austin Bums, Ph.D. June I , 20 11 

Regulatory Aff.1irs Manager 
EPA Form 8570-35 {9·97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

Monsanto Company ll-CR-192E-2R Page78~6310 
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&EPA 
Form Approved OMB No. 2070-0060 I 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The pubnc reporting burden lor this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of I his collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137). U.S. Environmental Protection Agency, 
401 M Street, S. W .. Wash!nQton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June 1, 2011 EPA Reg. NoJFilc Symbol: 68467-5 I Page 62 of 66 
Applicanl's/Rcgistr:mt's Name & Address: 
Monsanto Company, 800 N. Lindberglt Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection i 

Ingredient 8.1. Cry34Ab1 and Cty35Abl Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP17662) in corn (OECD Identifier: DAS- I 
I 

59122-7) I 
Guidl)linc Rctcrcncc Number Guideline Study Name MRIDNumbcr Submitter Status Note 

Investigations into Dose of Cry34Ab I/Cry35Ab I -
Rootwonn-Rcsistont Maize Event DAS-59122-7 Against ' I 
Wcstcm and northern Com Rootworms in Support of I 
Trait Durnbility Plans 46123915 68467 PER 

Effect on Wcsti:m Com Rootworm Adults of feeding on 
Cry34/3SAb 1-Com Rootworm Protected Com Tissue and 

I lmDlications for Product Durability 46123916 68467 PER 

Evaluation of cndnngcredlthreatcncd insect species 
relative to the usc ofCry34Ab/Cry35Abl com rootworm· 
resistant maize hybrids 46123917 68467 PER j 

I 
Trait Durability Plan tbr Cry34/35 Com Roottvorm 
Protected com Event DAS-59122-7 Following 
Commercialization 46123918 68467 PER 

Simulations of Com Rootwonn Adaptation to Cry34/35 
I 
I 

Com Rootworm Protected Com in Support ofTmit 
Durability Plans for Event DAS-59122-7 46123919 68467 PER 

Digestion of Allergenic and Non· Allergenic Proteins in I 
Simulated Gastric Fluid 46123920 68467 PER 

Signature Name and Title Date 
See Page I for Signature J. Austin Burns, Ph.D. Junel,2011 

Re_g__ulatory Aff.1irs Manager 
EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

Monsanto Company ll-CR-192E-2R Page 79 ~6~1 0 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

Washin_g_ton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden tor this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 

' response for reregiStration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any ! 

other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W .• Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 20 II EPA Reg. No./Filc Symbol: 68467-5 I Page 63 of 66 

Applicant's/Rcgistrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® R W Insect Protection 
Ingredient B.t. Cry34Abl and Cry35Abl Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHPI7662) in com (OECD IdCJttifler. DAS-
59122-7) 

Guideline Reference Number Guideline Study Name MRtDNumbcr Submitter Status Note 

Public Interest Document for Cry34135Abl Com 
Rootwonn·Protcctcd Com 46123921 68467 PER 

Investigation of Potcmiatlntcraction between Cry IF and 
the Binarv Crv34Ab I!Crv35Abl Proteins 46343806 68467 PER 

Digestion efficiency of allergens and non-allergens in 
simulated gastric fluid: Bacillm rillll'ingicmsis Cry 
34/35Abl construe! P!.fl'l7662 4638860t 68467 PER 

I 

Lack of Cry34Ab I/Crv35Ab I Co·nssocialion in solution 46556801 68467 PER 

Evaluation of I he Sequence Similarilics of the Cry34Ab I, 
cry3SAb I, and PAT Proteins to the Public Protein 
SeQuence Damsels 46584701 68467 PER 

Summary report of a carabid beetle laboratory toxicity 
smdy using Cry34Ab I and Cry3SAb I inelnding copies of 
references 46714101 68467 PER 

Signature Name and Title Date 
See Page 1 for Signature J. Austin Bums, Ph.D. June I, 2011 

R~?_~datory Affairs Manager 
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WashinQton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per I response for reregistration and special review activities. including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX I 

Date: June t, 2011 EPA Reg. NoJFilc Symbol: 68467-5 I Page 64 of 66 I 
Applicanl's/Regislranl's Name & A<,ldrcss: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection 
Ingredient B.r. Cry34Abt and Cry35Abl Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHPt7662} in com (OECD Identifier: DAS- I 

59122-7) I 

Guideline Reference Number Guideline Study Name MRtD Number Submitter Status Note 

Preliminary resistance monitoring plnn for Cry34/35Abt I com event DAS-59122-7 46769201 68467 PER 

Detailed rcsisl~ncc monitoring plan for Cry34/35Abt 
com event DAS-59122-7 47334201 68467 PER 

I 

Evaluation of potclllial dietary effects of Cry34/35Abl 
protein on insidious nowcr bugs, Oriu:s insidiOSJts 
fHcmiotcra: Anlhocoridnc) 47436701 68467 PER 

I 
Monitoring com roo1wonn susceptibility lo Cry34/35Ab l 
event DAS-59122-7: 2007 insect collections 47522501 68467 PER 

Thrcc-Ycnr f-ield Monitoring ofCry34/35Abl and Cry IF 
x Cry34/35Ab I Maize Hybrids for Nontarget Anhropod i 
Effects 47870301 68467 PER 

! 
Monitoring com rootwonn susccplibilily lo Cry34/35Abl 
event DAS-59t22-7: 2008 insccl collections 47900801 68467 PGR I 

Signature Name and Title Date 
Sec Page 1 for Signature J. Austin Bums, Ph.D. June I, 2011 

Regulatory Affairs Manag~_r __ ..,__ ____ ---
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approved OMB No. 2070-0060 I 

401 M Street) S.W. i 

Washin_gton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send commerts regarding the burden estimate or any 
other aspect of this colleclion of information, including suggestions for reducing the burden to: Di'ector, OPPE Information Management Division (2137), U.S. Environmenlal Proteclion Agency, 
401 M Street. S.W .. Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June 10,201 t EPA Reg. No.IF•Ic Symbol: 68467-5 I Page65of66 
Applicant's/Registrant's Name & Address: 
Monsanto Company, 800 N. LindbcJ'gh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protec1ron 
Ingredient B.l. Cry34Abt and Cry35Ab11nsccticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHPt7662) in com (OECD Identifier: DAS-
59122-7) 
Guideline Reference Number Guideline Study Name MRIDNumber Submitter Status Note I 

Soil accumulation ofCry34Ab t and Cry35Ab t proteins 
after three_y_cars of cro{l!liJigwith DAS-59122-7 com 47959501 68467 PER 

Investigating Performance of Hereuicx1M'RW ~nd· 
Hcreulex tM XTRA Under Commercial Usc 48045501 68467 PER 

Monitoring Com Rootworm Susceptibility to· 
Cry34/35Abl Event DAS-59122-7: 2009 Growing 
Season 48279701 68467 PER 
2010 Insect Resistance Management Compliance 
Assurnnce Progrnm for Com Borer Protected Bt Com, 
Com Rootwonn Protected Bt Com, and Com Borer/Com i Root worm-Protected Stacked Bt Com 48375001 68467 PER 

Signature Name and Title Date 
Sec Page 1 for Signature J. Austin Bums, Ph.D. June I, 2011 

Regulatory Affairs Manager 
EPA Form 8570·35 {9-97) Eleclronic and Paper versions available. Submit only Paper verston. Agency Internal Use Copy 

Monsanlo Company 11-CR-192E-2R Page822b~o 



"-· 

&EPA 
Form Approved OMB No. 2070·0060 I 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 I 

Paperwork Redue1ion Act Notice: The public reporting burden for this collection of Information Is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
I response for reregistration and special review aclivities, including time for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any 

other aspect 01 this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Envitonmentat Protection Agency, 
I 401 M Street. S.W .. Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June 10,201 t EPA Reg. NoJFite Symbol: 68467·5 I Page 66of66 I 
Appticant's/Registrant's Name & Address: 
Monsanto Comg_any, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection 
Ingredient B.t. Cry34Abt and Cry35Abt Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHPt7662} in com (OECD Identifier: DAS· 
59122-7) 

Guideline Reference Number Guideline Study Name MRIDNumbcr Submitter Status Note 
Enhanced Insect Resistance Management Compliance I 

Assurance Program for Com Borer Protected Bt Com, 

I 

Com Rootwonn Protected Bt Com, and Com Borer/Com ., 

Rootwonn-Protcctcd Stacked Bt Com 48375101 68467 PER 

Revised Guidelines for Evaluating Unexpected Com · 
Rootwoml Damage in Hcrcutcx® RW and Hcrcutex® 
XTRA 48430701 68467 PER 

I 

I 

Signature Name and Title Date 
Sec Page l for Signature J. Austin Bums, Ph.D. June 1, 20 II 

Regulatory Affairs Manager 
--

EPA Form 8570·35 (9·97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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SUMMARY OF THE APPLICATION 

The subject of this application is for the registration extension of MON 89034 x TC 1507 x 

MON 88017 x DAS-59122-7 Insect Protected, Herbicide-Tolerant Corn (Genuity® 
SmartStax®RIB Complete"'; EPA Reg. No. 524-595). 

Genuity® SmartStax® RIB Complete1
M was conditionally registered on April 8, 2011. The 

initial time~ limited registration expires on October 31, 2011. This current application request 
is to extend EPA Reg. No. 524-595 for a period of two years beyond the current expiration 
date based on the EPA's registration decision in the BRAD for this product (EPA Docket ID 
EPA~HQ-OPP-2011-0362-0002, April 8, 2011; p27). A subsequent registration extension 
will be requested at that time, based on the revised registration duration scheme for PIP 
products representing reduced risk for developing insect resistance (Optimum® AcreMax"~M 
B.t. Com Seed Blends BRAD; August 4, 2010; pl9). An updated data matrix is being 
supplied with this application. With the exception of the revised label to incorporate bag-tag 
language suitable for both the corn- and cotton-growing areas as required under the current 
tenns and conditions, no other changes are being requested to the registration conditions as 
part of this registration extension request. 

'"RIB Complete is a trademark of Monsanto Technology, LLC. 
® Genuity and SmartS tax. are registered trademarks of Monsanto Technology, LLC. 

Monsanto Company 11-CR-192E-2R 
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) 

PRODUCT LABEL 

The subject of this application is for MON 89034 x TCI507 x MON 88017 x DAS-59122-7 
RIB Complete™. No substantive changes to the label for MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 Insect-Protected~ Herbicide-Tolerant Corn in EPA Reg. No. 
524-595~ as updated April 8~ 2011 ~ are being requested. The patent numbers have been 
updated. Five copies of the proposed label for the registration of MON 89034 x TC1507 x 

MON 88017 x DAS-59122-7 RIB Complete™ are attached. 

Monsanto Company ll-CR-192E-2R Page 85 of llO 
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) Plant-Incorporated Protectant Label 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
RIB CompleteTM 

Insect-Protected, Herbicide-Tolerant Corn 
(Alternate Brand Name: Genuity® SmartStax® RIB CompleteTM)t 

(OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x 
MON-88017-3 X DAS-59122-7) 

Active Ingredients: 
Bacillus thuringiensis Cry1A.I05 protein and the genetic material (vector PV-ZMIR245) 
necessary for its production in com event MON 89034 (OECD Unique Identifier: MON-89034-3) 

..................................................................................................................................................... ~ 0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material (vector PV-ZMIR245) 
necessary for its production in com event MON 89034 (OECD Unique Identifier: MON-89034-3) 

····························································································································· ~0.0053%* 
Bacillus thuringiensis Cry1F protein and the genetic material (vector PHP8999) necessary 
for its production in com event TC1507 (OECD Unique Identifier: DAS- 01507-1) .. ~ 0.0012%* 

Bacillus thuringiensis Cry3Bbl protein and the genetic material (vector PV-ZMIR39) 
necessary for its production in com event MON 88017 (OECD Unique Identifier: MON-88017-3) 
..................................................................................................................................................... ~ 0.0079%* 

) Bacillus thuringiensis Cry34Abl protein and the genetic material (vector PHP17662) 
necessary for its production in com event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7) 

) 

......................................... , ........................................................................................................... ~ 0.0 194%* 

Bacillus thuringiensis Cry35Ab 1 protein and the genetic material (vector PHP17662) 
necessary for its production in com event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7) 

......................................................................... .' ............................................................. ~ ............. ~ 0.0042o/o* 

Other Ingredients: 
CP4 EPSPS protein (5-enolpyruvy1shikimate-3-phosphate synthase) and the genetic material 
(vector PV-ZMIR39) necessary for its production in com event MON 88017 
............................................................................................................................. ~ 0.0052%* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material (vectors 
PHP17662 and PHP8999) necessary for its production in com events TC1507 and 
DAS-59122-7 .................................................................................................... :50.00045%* 
*Maximum percent (wt/wt) of dry forage 

t Genuity® SmartS tax® RIB Complete™ seed with this refuge configuration contains 95% 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 mixed with at least 5% non-Btcom 
within a single lot of seed. 
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) 
KEEP OUT OF REACH OF CHILDREN 

CAUTION 

NET CONTENTS __ _ 

EPA Registration No. 524~595 
EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in any manner inconsistent with its 
labeling. This product must be used as specified in the tenns and conditions of the 
registration. 

This product may be combined or produced through conventional breeding with other 
registered plant-incorporated protectants that are similarly approved for use in combination, 
through conventional breeding, with other registered plant~incorporated protectants to 
produce inbred com lines and hybrid coril varieties with combined pesticidal traits. 

MON 89034 x TC1507 x MON 88017, x- DAS-59122-7 RlB CompleteTM protects com.crops 
from leaf, stalk, and ear damage caused. by lepidopteran com pests listed on this label and 
root damage caused by com rootwonn larvae listed on this label. In order to minimize the 
risk of these pests developing resistance to MON 89034 x TC1507 x MON 88017 x 
DAS-59122-7 RIB Complete™ com1 an insect resistance management plan must be 
implemented as defined in the registration tenns and conditions. 

Grower agreements will specify that growers must adhere to the refuge requirements that will 
be described on the bag or bag/tag for MON 89034 x TC1507 x MON 88017 x DAS-59122~ 
7 RIB CompleteTM com or other applicable product use documents. 

Sales of com hybrids that contain Monsanto's Bt com plant-incorporated pesticide(s) must be 
accompanied by either an IRM/Grower Guide or infonnation on the bag or bag~tag, on 
planting, production, and insect resistance management, and notes that routine applications of 
insecticides to control these insects are usually unnecessary when com containing the Bt 
proteins is planted. 

Com seed bags or bag tags for products containing MON 89034 x TC1507 x MON 88017 x 
DAS~59122-7 RIB Complete™ must include the refuge size requirement in text and 

) graphical fonnat. 

Monsanto Company Il-CR-l92&2R 



INSECT RESISTANCE MANAGEMENT 

Growers are instructed to read information on insect resistance management in the bag and/or 
bag-tag. 

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid 
seed corn up to a total of20,000 acres per county and up to a combined United States (U.S.) 
total of 250,000 acres per plant-incorporated protectant (PIP) active ingredient per registrant 
per year. 

The seed producer must ensure a minimum of 5% non-PIP refuge seed is included with the 
MON 89034 x TCI507 x MON 88017 x DAS-59122-7 in each lot of seed corn. The refuge 
seed in the seed mixture may not be treated with seed-applied insecticides for corn rootworm 
(CRW) control unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the 
seed mixture receives the same treatment. 

The IRM/Grower Guide for MON 89034 x TCI507 x MON 88017 x DAS-59122-7 RIB 
CompleteTM or comparable information presented on the product bag or bag-tag, must 
contain the following information: 

This product is a seed mixture containing MON 89034 x TC 1507 x MON 88017 x 
DAS-59122-7 and a minimum of 5% non-Bt seed that when planted creates an interspersed 
refuge within the field. There are no requirements for a separate structured refuge for 
Genuity® SmartStax® RIB CompleteTh1 corn .when plante<l: in the U.S. com-growing region, 
including Alaska and Hawaii, because the refuge seed is contained within the bag/container. 

The interspersed refuge can only be used by planting -seed corn specifically generated by 
qualified seed producers/conditioners licensed by the registrant. Insecticidal treatments 
labeled for adult CRW control are discouraged during the. time of adult CRW emergence. 

The seed mix refuge option for Genuity® SmartStax® RIB CompleteTM satisfies the 
refuge requirements in all regions other than in the cotton-growing region where corn 
earworm is a significant pest as defined below. 

Additional refuge requirements in the cotton-growing region where corn earworm is a 
significant pest 
In the cotton-growing region where com earworm is a significant pest, as defined below, 
Genuity® SmartS tax® RIB CompleteTM requires the planting of an additional 20% structured 
refuge (i.e. 20 acres of non-Bt corn for every 80 acres of Genuity® SmartStax® RIB 
CompleteTM planted). 

The 20% refuge must be planted with corn hybrids that do not contain Bt technologies for the 
control of corn rootwonns or corn borers. The refuge and the Genuity® SmartStax® RIB 
Complete™ should be sown on the same day, or with the shortest window possible between 

Monsanto Company ll-CR-192E-2R Page 88 of II 0 
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planting dates to ensure that com root development is similar among varieties. The 
structured refuge may be planted as an in~field or adjacent (e.g., across the road) refuge or 
planted as a separate block that is within Y2 mile of the Genuity® SmartStax® RIB 
Complete™ field. In-field refuge options include blocks, perimeter strips (i.e., strips around 
the field), or in-field strips. If perimeter or in-field strips are implemented, the strips must be 
at least 4 consecutive rows wide. The refuge can be protected from lepidopteran damage by 
use of non-Bt insecticides if the population of one or more target lepidopteran pests of 
Genuity® SmartStax® RIB CompleteTM in the refuge exceeds economic thresholds. In 
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or 
soil insecticide; however, insecticides labeled for adult CRW control must be avoided in the 
refuge during the period of CRW adult emergence. Economic thresholds will be determined 
using methods recommended by local or regional professionals (e.g., Extension Service 
agents, crop consultants). 

The cotton-growing region requiring the additional 20% refuge consists of the following 
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South 
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer, 
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of 
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood, 
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except 
the counties of Carson, DaHam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree, 
Roberts, and Sherman), Virginia (only the counties of Dinwiddie, Franklin City, Greensville, 
Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) and Missouri 
(only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard) .. 
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) 

Corn Insects Controlled or Suppressed 

European com borer (ECB) 
Southwestern corn borer (SWCB) 
Southern cornstalk borer (SCSB) 
Com earwonn (CEW) 
Fall armyworm (FA W) 
Stalk borer 
Lesser com stalk borer 
Sugarcane borer (SCB) 
Western bean cutworm (WBC) 
Black cutworm 

Western corn rootworm (WCRW) 
Northern com rootworm (NCRW) 
Mexican com rootwonn (MCRW) 

Ostrinia nubilalis 
Diatraea grandiosella 
Diatraea crambidoides 
Helicoverpa zea 
Spodopterafrugiperda 
Papaipema nebris 
Elasmopalpus lignosellus 
Diatraea saccharalis 
Richia albicosta 
Agrotis ipsilon 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto's and Dow 
AgroSciences' research programs, offering unique genetic characteristics for specific grower 
needs and may be protected by one or more of the following U.S. patents: 5322938, 
5352605,5359142,5378619,5424412,5550318,5554798,5641876,5717084,5728925, 
5804425,6018100,6025545,6051753,6063597,6083878,6331665,6489542,6645497, 
6713063,6962705,7064249,7070982,7112665,7227056,7250501,7304206,7544862, 
7618942,7927598, and RE39247. 

EPA Accepted: _!_!_ 
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Plant-lncornorated Protectant Labct 
IVION 89034 X TC1507 X MON 88017 X DAS-59122-7 

RIB CompleteTM 
I nsect-P rotcctcd, Herbicide-Tolerant Corn 

(Alternate Brand Name: Genuity0 SmartStax® RIB Comp1eteTM)t 
(OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x 

MON-88017-3 X DAS-59122-7) 
Active Ingredients: 
Bacillus thuringiensis CrylA.I05 protein and the genetic material (vector PV-ZMIR245) 
necessary for its production in com event MON 89034 (OECD Unique Identifier: MON-89034-3) 
..................................................................................................................................................... :::; 0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material (vector PV-ZMIR245) 
necessary for its production in com event MON 89034 (OECD Unique Identifier: MON-89034-3) 

····························································································································· :::;0.0053%* 

Bacillus thuringiensis Cry1F protein and the genetic material (vector PHP8999) necessary 
for its production in com event TCI507 (OECD Unique Identifier: DAS- 01507-1) .. :::; 0.0012%* 

Bacillus thuringiensis Cry3Bbi protein and the genetic material (vector PV-ZMIR39) 
necessary for its production in com event MON 88017 (OECD Unique Identifier: MON-88017-3) 
..................................................................................................................................................... :::; 0.0079%* 

Bacillus thuringiensis Cry34Abl protein and the genetic material (vector PHPI7662) 
necessary for its production in com event DAS-59I22-7 (OECD Unique Identifier: DAS-59122-7) 
...................................................................... , .............................................................................. :::; 0.0 I 94o/o* 

Bacillus thuringiensis Cry35Abi protein. and the genetic material (vector PHP17662) 
necessary for its production in com event DAS-59I22-7 (OECD Unique Identifier: DAS-59122-7) 
..................................................................................................................................................... ::::; 0.0042%* 

Other Ingredients: 
CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material 
(vector PV -ZMIR39) necessary for its production in com event MON 88017 
............................................................................................................................. :::; 0.0052%* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material (vectors 
PHP17662 and PHP8999) necessary for its production in com events TCI 507 and 
DAS-59I22-7 .................................................................................................... :::; 0.00045o/o* 
*Maximum percent (wt/wt) of dry forage 

t Genuity® SmartStax® RIB Complete™ seed with this refuge configuration contains 95% 
MON 89034 x TC I 507 x MON 88017 x DAS-59 I 22-7 mixed with at least 5% non-Bt com 
within a single lot of seed. 
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KEEP OUT OF REACH OF CHILDREN 

CAUTION 

NET CONTENTS ____ _ 

EPA Registration No. 524-595 
EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

DIRECTIONS FOR USE 

lt is a violation of Federal law to use this product in any manner inconsistent with its 
labeling. This product must be used as specified in the terms and conditions of the 
registration. 

This product may be combined or produced through conventional breeding with other 
registered plant-incorporated protectants that are similarly approved for use in combination, 
through conventional breeding, with other registered plant-incorporated protectants to 
produce inbred corn lines and hybrid corn varieties with combined pesticidal traits. 

MON 89034 x TC1507 x MON 88017 x DAS·59122-7 RIB Complete™ protects corn crops 
from leaf, stalk, and ear damage caused .by lepidopteran corn pests listed on this label and 
root damage caused by corn rootworm larvae listed on this label. In order to minimize the 
risk of these pests developing resistance to MON 89034 x TC 1507 x MON 88017 x 

DAS·59122-7 RIB CompleteTM corn~ an insect resistance management plan must be 
implemented as defined in the registration terms and conditions. 

Grower agreements will specify that growers must adhere to the refuge requirements that will 
be described on the bag or bag/tag for MON 89034 x TC1507 x MON 88017 x DAS-59122-
7 RIB Complete™ corn or other applicable product use documents. 

Sales of corn hybrids that contain Monsanto,s Bt corn plant-incorporated pesticide(s) must be 
accompanied by either an IRM/Grower Guide or information on the bag or bag-tag, on 
planting, production, and insect resistance management, and notes that routine applications of 
insecticides to control these insects are usually unnecessary when corn containing the Bt 
proteins is planted. 

Com seed bags or bag tags for products containing MON 89034 x TC 1507 x MON 88017 x 

DAS-59122-7 RIB Complete™ must include the refuge size requirement in text and 
) graphical format. 
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INSECT RESISTANCE MANAGEMENT 

Growers are instructed to read information on insect resistance management in the bag and/or 
bag-tag. 

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid 
seed com up to a total of20,000 acres per county and up to a combined United States (U.S.) 
total of 250,000 acres per plant-incorporated protectant (PIP) active ingredient per registrant 
per year. 

The seed producer must ensure a minimum of 5% non-PIP refuge seed is included with the 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in each lot of seed com. The refuge 
seed in the seed mixture may not be treated with seed-applied insecticides for com rootwonn 
(CRW) control unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the 
seed mixture receives the same treatment. 

The IR1v1/Grower Guide for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB 
CompleteTM or comparable information presented on the product bag or bag-tag, must 
contain the following information: 

This product is a seed mixture contammg MON 89034 x TC1507 x MON 88017 x 
DAS-59122-7 and a minimum of 5% non-Bt seed that when planted creates an interspersed 
refuge within the field. There are no requirements for a separate structured refuge for 
Genuity® SmartStax® RIB Complete™ com when planted in the U.S. com-growing region, 
including Alaska and Hawaii, because the refuge seed is contained within the bag/container. 

The interspersed refuge can only be.used :by planting seed com specifically generated by 
qualified seed producers/conditioners licensed by the registrant Insecticidal treatments 
labeled for adult CR W control are discouraged during the time of adult CR W emergence. 

The seed mix refuge option for Genuity® SmartStax® RIB Complete™ satisfies the 
refuge requirements in all regions other than in the cotton-growing region where corn 
eanvorm is a significant pest as defined below. 

Additional refuge requirements in the cotton-growing region where corn eanvorm is a 
significant pest 
In the cotton-growing region where com earworm is a significant pest, as defined below, 
Genuity® SmartStax® RIB CompleteTM requires the planting of an additional 20% structured 
refuge {i.e. 20 acres of non-Bt com for every 80 acres of Genuity® SmartStax® RIB 
CompleteTM planted). 

The 20% refuge must be planted with com hybrids that do not contain Bt technologies for the 
control of com rootworms or com borers. The refuge and the Genuity® SmartStax® RIB 
CompleteTh1 should be sown on the same day, or with the shortest window possible between 
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planting dates to ensure that com root development is similar among varieties. The 
structured refuge may be planted as an in-field or adjacent (e.g .. across the road) refuge or 
planted as a separate block that is within Y2 mile of the Genuity® SmartStax® RIB 
Complete™ field. In~field refuge options include blocks, perimeter strips (i.e., strips around 
the field), or in-field strips. If perimeter or in~ field strips are implemented, the strips must be 
at least 4 consecutive rows wide. The refuge can be protected from lepidopteran damage by 
use of non-Bt insecticides if the population of one or more target lepidopteran pests of 
Genuity® SmartStax® RIB CompleteTM in the refuge exceeds economic thresholds. In 
addition, the refuge can be protected from CR W damage by an appropriate seed treatment or 
soil insecticide; however, insecticides labeled for adult CR W control must be avoided in the 
refuge during the period ofCRW adult emergence. Economic thresholds will be determined 
using methods recommended by local or regional professionals (e.g., Extension Service 
agents, crop consultants). 

The cotton~growing region requiring the additional 20% refuge consists of the following 
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South 
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer, 
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of 
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood, 
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except 
the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree, 
Roberts, and Sherman), Virginia (only the counties of Dinwiddie, Franklin City, Greensville, 
Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) and Missouri 
(only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard). 
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Corn Insects Controlled or Suppressed 

European com borer (ECB) 
Southwestern com borer (SWCB) 
Southern cornstalk borer (SCSB) 
Com earwonn (CEW) 
Fall armyworm (FA W) 
Stalk borer 
Lesser com stalk borer 
Sugarcane borer (SCB) 
Western bean cutworm (WBC) 
Black cutworm 

Western com rootworm (WCRW) 
Northern com rootworm (NCRW) 
Mexican com rootworm (MCRW) 

Ostrinia nubilalis 
Diatraea grandiosella 
Diatraea crambidoides 
Helicove1pa zea 
Spodoptera frugiperda 
Papaipema nebris 
Elasmopalpus lignose!lus 
Diatraea saccharalis 
Richia a!bicosta 
Agrotis ipsilon 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 

MON 89034 x TC1507 x MON 88017 x DAS~59122-7 is a product of Monsanto's and Dow 
AgroSciences' research programs, offering unique genetic characteristics for specific grower 
needs and may be protected by one or more of the following U.S. patents: 5322938, 
5352605,5359142,5378619,5424412,5550318,5554798,5641876,5717084,5728925, 
5804425,6018100,6025545,6051753,6063597,6083878,6331665,6489542,6645497, 
6713063,6962705,7064249,7070982,7112665,7227056,7250501,7304206,7544862, 
7618942, 7927598, and RE39247. 

EPA Accepted: _1_1_. 
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PlanHncorporated Protectant Label 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
RIB CompleteTM 

Insect-Protected, Herbicide-Tolerant Corn 
(Alternate Brand Name: Genuity® SmartStax® RIB CompleteTM)* 

(OECD Unique ldenlifier: MON-89034-3 x DAS-01507-1 x 
MON-88017-3 X DAS-59122-7) 

Active Ingredients: 
Bacillus thuringiensis CrylA.105 protein and the genetic material (vector PV-ZMIR245) 
necessary for its production in com event MON 89034 (OECD Unique Identifier: MON-89034-3) 
..................................................................................................................................................... :$ 0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material (vector PV -ZMIR245) 
necessary for its production in com event MON 89034 (OECD Unique Identifier: MON-89034-3) 

····························································································································· :$ 0.0053%* 

Bacillus thuringiensis CrylF protein and the genetic material (vector PHP8999) necessary 
for its production in corn event TC1507 (OECD Unique Identifier: DAS- 0I507-l) .. :S 0.0012%* 

Bacillus thuringiensis Cry3Bbl protein and the genetic material (vector PV-ZMIR39) 
necessary for its production in com event MON 88017 (OECD Unique Identifier: MON-88017-3) 
..................................................................................................................................................... :5. 0.0079%* 

Bacillus thuringiensis Cry34Abl protein and the genetic material (vector PHP17662) 
necessary for its production in com event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7) 
..................................................................................................................................................... :$ 0.0194o/o* 

Bacillus thuringiensis Cry35Abl protein and the genetic material (vector PHP 17662) 
necessary for its production in com event DAS-59122-7 (OECD Unique Identifier: DAS-59I22-7) 
..................................................................................................................................................... :$ 0.0042o/o* 

Other Ingredients: 
CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material 
(vector PV -ZMIR39) necessary for its production in corn event MON 88017 
............................................................................................................................. :$ 0.0052%* 

PAT protein (phosphinothricin acetyl transferase) arid the genetic material (vectors 
PHP17662 and PHP8999) necessary for its production in com events TC1507 and 
DAS-59122-7 .................................................................................................... :$ 0.00045o/o* 
*Maximum percent (wtlwt) of dry forage 

t Genuity® SmartS tax® RIB CompleteTM seed with this refuge configuration contains 95% 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 mixed with at least 5% non-Btcom 
within a single lot of seed. 
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) KEEP OUT OF REACH OF CHILDREN 

CAUTION 

NET CONTENTS ---
EPA Registration No. 524-595 
EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in any manner inconsistent with its 
labeling. This product must be used as specified in the terms and conditions of the 
registration. 

This product may be combined or produced through conventional breeding with other 
registered plant-incorporated protectants that are similarly approved for use in combination, 
through conventional breedi~g, with other registered plant-incorporated protectants to 
produce inbred corn lines and hybrid com varieties with combined pesticidal traits. 

MON 89034 x TC1507 x MON 88017.x·DAS-59122-7 RIB CompleteTM protects corn crops 
from leaf, stalk, and ear damage caused. by lepidopteran com pests listed on this label and 
root damage caused by corn rootworm larvae listed on this label. In order to minimize the 
risk of these pests developing resistance to MON 89034 x TC1507 x MON 88017 x 
DAS-59122-7 RIB Complete1M corn, an insect resistan9e management plan must be 
implemented as defined in the registration terms and conditions. 

Grower agreements will specify that growers must adhere to the refuge requirements that will 
be described on the bag or bag/tag·for MON 89034 x TC1507 x MON 88017 x DAS-59122-
7 RIB Complete TM corn or other applicable product use documents. 

Sales of corn hybrids that contain Monsanto's Bt com plant-incorporated pesticide(s) must be 
accompanied by either an IRM/Grower Guide or information on the bag or bag-tag, on 
planting, production, and insect resistance management, and notes that routine applications of 
insecticides to control these insects are usually unnecessary when corn containing the Bt 
proteins is planted. 

Com seed bags or bag tags for products containing MON 89034 x TC1507 x MON 88017 x 
DAS-59122-7 RIB CompleteTM must include the refuge size requirement in text and 

) graphical format. 
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INSECT RESISTANCE MANAGEMENT 

Growers are instructed to read information on insect resistance management in the bag and/or 
bag-tag. 

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid 
seed com up to a total of 20,000 acres per county and up to a combined United States (U.S.) 
total of 250,000 acres per plant-incorporated protectant (PIP) active ingredient per registrant 
per year. 

The seed producer must ensure a minimum of 5% non-PIP refuge seed is included with the 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in each lot of seed corn. The refuge 
seed in the seed mixture may not be treated with seed-applied insecticides for corn root\vorm 
(CRW) control unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the 
seed mixture receives the same treatment 

The IRivUGrower Guide for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB 
CompleteTM or comparable information presented on the product bag or bag-tag, must 
contain the following information: 

This product is a seed mixture containing MON 89034 x TC 1507 x MON 88017 x 
DAS-59122-7 and a minimu.m of 5% non-Bt seed that when planted creates an interspersed 
refuge within the field. There are no requirements for a separate structured refuge for 
Genuity® SmartStax® RIB Complet~™ corn when planted in the U.S. com-growing region, 
including Alaska and Hawaii, because the refuge seed is contained within the bag/container. 

The interspersed refuge can only be used by planting seed corn specifically generated by 
qualified seed producers/conditioners licensed by the registrant Insecticidal treatments 
labeled for adult CR W control are discouraged during the time of adult CR W emergence .. 

The seed mix refuge option for Genuity® SmartStax® RIB Complete1M satisfies the 
refuge requirements in all regions other. than in the cotton-growing region where corn 
earworm is a significant pest as defined below. 

Additional refuge requirements in the cotton-growing region where corn earworm is a 
significant pest 
In the cotton-growing region where corn earworm is a significant pest, as defined below, 
Genuity® SmartStax® RlB Complete™ requires the planting of an additional 20% structured 
refuge (i.e. 20 acres of non-Bt corn for every 80 acres of Genuity® SmartStax® RIB 
Complete™ planted). 

The 20% refuge must be planted with corn hybrids that do not contain Bt technologies for the 
control of com rootworms or corn borers. The refuge and the Genuity® SmartStax® RIB 
CompleteTM should be sown on the same day, or with the shortest window possible between 
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planting dates to ensure that com root development is similar among varieties. The 
structured refuge may be planted as an in~field or adjacent (e.g., across the road) refuge or 
planted as a separate block that is within Y2 mile of the Genuity® SmartStax® RIB 
Complete™ field. In~field refuge options include blocks) perimeter strips (i.e., strips around 
the field), or in-field strips. If perimeter or in-field strips are implemented, the strips must be 
at least 4 consecutive rows wide. The refuge can be protected from lepidopteran damage by 
use of non-Bt insecticides if the population of one or more target lepidopteran pests of 
Genuity® SmartStax® RIB Complete™ in the refuge exceeds economic thresholds. In 
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or 
soil insecticide; however) insecticides labeled for adult CRW control must be avoided in the 
refuge during the period of CRW adult emergence. Economic thresholds will be determined 
using methods recommended by local or regional professionals (e.g.) Extension Service 
agents, crop consultants). 

The cotton-growing region requiring the additional 20% refuge consists of the following 
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South 
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche) Custer, Greer, 
Harmon, Jackson, Kay, Kiowa) Tillman, and Washita), Tennessee (only the counties of 
Carroll) Chester) Crockett, Dyer, Fayette) Franklin, Gibson, Hardeman) Hardin, Haywood, 
Lake) Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except 
the counties of Carson, Dallam, Hansford) Hartley) Hutchinson, Lipscomb, Moore, Ochiltree, 
Roberts, and Sherman)) Virginia (only the counties of Dinwiddie, Franklin City, Greensville, 
Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) and Missouri 
(only the counties of Dunklin, New Madrid, Pemiscot) Scott, and: Stoddard). 
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Corn Insects Controlled or Suppressed 

European com borer (ECB) 
Southwestern com borer (SWCB) 
Southern cornstalk borer (SCSB) 
Com earwonn (CEW) 
Fall armyworm (FA W) 
Stalk borer 
Lesser corn stalk borer 
Sugarcane borer (SCB) 
Western bean cutworm (WBC) 
Black cutworm 

Western corn rootworm (WCRW) 
Northern com rootwonn (NCRW) 
Mexican com rootworm (MCRW) 

Ostrinia nubila!is 
Diatraea grandiosella 
Diatraea crambidoides 
Helicoverpa zea 
Spodoptera .fi·ugiperda 
Papaipema nebris 
Elasmopalpus lignosellus 
Diatraea saccharalis 
Richia albicosta 
Agrotis ipsilon 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 

MON 89034 x TC1507 x MON 88017 x DAS"59122-7 is a product ofMonsanto)s and Dow 
AgroSciences) research programs, offering unique genetic characteristics for specific grower 
needs and may be protected by one or more of the following U.S. patents: 5322938, 
5352605)5359142)5378619)5424412)5550318)5554798)5641876,5717084,5728925, 
5804425,6018100)6025545)6051753)6063597)6083878)6331665,6489542)6645497) 
6713063)6962705) 7064249, 7070982) 7112665,7227056, 7250501) 7304206,7544862, 
7618942,7927598, and RE39247. 

EPA Accepted: _/_/_ 
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Plant-Incorporated Protcctant Label 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
RIB Complete™ 

Insect-Protected, Herbicide-Tolerant Corn 
(Alternate Brand Name: Genuity® SmartStax® RIB CompleteTM):j: 

(OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x 
MON-88017-3 X DAS-59122-7) 

Active Ingredients: 
Bacillus thuringiensis Cry 1 A.l 05 protein and the genetic material (vector PV -ZMIR245) 
necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-89034-3) 
..................................................................................................................................................... ::; 0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material (vector PV-ZMIR245) 
necessary for its production in com event MON 89034 (OECD Unique Identifier: MON-89034-3) 

··································· ·························· ·················································· .............. ::; 0.0053%* 

Bacillus thuringiensis CrylF protein and the genetic material (vector PHP8999) necessary 
for its production in com event TC1507 (OECD Unique Identifier: DAS- 01507-I) .. ~ 0.0012%* 

Bacillus thuringiensis Cry3Bb1 protein and the genetic material (vector PV-ZMIR39) 
necessary for its production in corn event MON 88017 (OECD Unique Identifier: MON-88017-3) 
..................................................................................................................................................... ~ 0.0079%* 

Bacillus thuringiensis Cry34Abl protein and the genetic material (vector PHP17662) 
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7) 
..................................................................................................................................................... ~ 0.0194%* 

Bacillus thuringiensis Cry35Abl protein and the genetic material (vector PHP17662) 
necessary for its production in com evept DAS-59122-7 (OECD Unique Identifier: DAS-59 J 22-7) 
..................................................................................................................................................... $ 0.0042%* 

Other Ingredients: 
CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material 
(vector PV -ZM1R39) necessary for its production in com event MON 88017 
................................................................ ~ ............................................................ $ 0.0052%* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material (vectors 
PHP 17662 and PHP8999) necessary for its production in com events TC 1507 and 
DAS-59122-7 .................................................................................................... $ 0.00045%* 
*Maximum percent (wt/wt) of dry forage 

t Genuity<~ SmartStax® RIB Complete™ seed with this refuge configuration contains 95% 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 mixed with at least 5% non-Bt corn 
within a single lot of seed. 
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KEEP OUT OF REACH OF CHILDREN 

CAUTION 

NET CONTENTS __ _ 

EPA Registration No. 524-595 
EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

DIRECTIONS FOR USE 

lt is a violation of Federal law to use this product in any manner inconsistent with its 
labeling. This product must be used as specified in the terms and conditions of the 
registration. 

This product may be combined or produced through conventional breeding with other 
registered plant-incorporated protectants that are similarly approved for use in combination, 
through conventional breeding, with other registered plant-incorporated protectants to 
produce inbred com lines and hybrid corn varieties with combined pesticidal traits. 

MON 89034 x TC1507 x MON 88017 x:DAS-59122-7 RIB CompleteTM protects com crops 
from leaf, stalk, and ear damage caused by lepidopteran com pests listed on this label and 
root damage caused by corn rootworm larvae listed on this label. In order to minimize the 
risk of these pests developing resistance to MON 89034 x TC 1507 x MON 88017 x 
DAS-59122-7 RIB CompleteTh1 corn,. an insect resistance management plan must be 
implemented as defined in the registration terms and conditions. 

Grower agreements will specify that growers must adhere to the refuge requirements that will 
be described on the bag or bag/tag for MON 89034 x TC 1507 x MON 88017 x DAS-59122-
7 RIB CompleteTM com or other applicable product use documents. 

Sales of com hybrids that contain Monsanto's Bt com plant-incorporated pesticide(s) must be 
accompanied by either an lRM/Grower Guide or information on the bag or bag-tag, on 
planting, production, and insect resistance management, and notes that routine applications of 
insecticides to control these insects are usually unnecessary when com containing the Bt 
proteins is planted. 

Com seed bags or bag tags for products containing MON 89034 x TC1507 x MON 88017 x 

DAS-59122-7 RIB CompleteTM must include the refuge size requirement in text and 
graphical format. 
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INSECT RESISTANCE MANAGEMENT 

Growers are instructed to read information on insect resistance management in the bag and/or 
bag-tag. 

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid 
seed com up to a total of 20,000 acres per county and up to a combined United States (U.S.) 
total of 250,000 acres per plant-incorporated protectant (PIP) active ingredient per registrant 
per year. 

The seed producer must ensure a minimum of 5% non-PIP refuge seed is included with the 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in each lot of seed com. The refuge 
seed in the seed mixture may not be treated with seed-applied insecticides for com rootworm 
(CRW) control unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the 
seed mixture receives the same treatment 

The IRM/Grower Guide for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB 
Complete™ or comparable information presented on the product bag or bag-tag, must 
contain the following information: 

This product is a seed mixture contammg MON 89034 x TC1507 x MON 88017 x 
DAS-59122-7 and a minimum of 5% non-Bt seed that when planted creates an interspersed 
refuge within the field. There are no requirements for a separate structured refuge for 
Genuity® SmartStax® RIB CompleterM com when planted in the U.S. com-growing region, 
including Alaska and Hawaii~ because the refuge seed is contained within the bag/container. 

The interspersed refuge can only be used by planting seed com specifically generated by 
qualified seed producers/conditioners licensed by the registrant. Insecticidal treatments 
labeled for adult CRW control are discouraged during the time of adult CRW emergence. 

The seed mix refuge option for Genuity® SmartStax® RIB CompleteTM satisfies the 
refuge requirements in all regions other than in the cotton-growing region where corn 
earworm is a significant pest as defined below. 

Additional refuge requirements in the cotton-growing region where corn eanvorm is a 
significant pest 
In the cotton-growing region where com earworm is a significant pest, as defined below, 
Genuity® SmartStax® RIB Complete™ requires the planting of an additional 20% structured 
refuge (i.e. 20 acres of non-Bt com for every 80 acres of Genuity® SmartStax® RIB 
Complete™ planted). 

The 200/o refuge must be planted with com hybrids that do not contain Bt technologies for the 
control of com rootworrns or com borers. The refuge and the Genuity® SmartStax® RlB 
CompleteTM should be sown on the same day, or with the shortest window possible between 
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planting dates to ensure that corn root development is similar among varieties. The 
structured refuge may be planted as an in-field or adjacent (e.g .. across the road) refuge or 
12lanted as a separate block that is within Y2 mile of the Genuity<!i) SmartStax® RIB 
Complete™ field. In-field refuge options include blocks, perimeter strips (i.e., strips around 
the field), or in-field strips. If perimeter or in-field strips are implemented, the strips must be 
at least 4 consecutive rows wide. The refuge can be protected from lepidopteran damage by 
use of non-Bt insecticides if the population of one or more target lepidopteran pests of 
Genuity® SmartStax® RIB CompleteTM in the refuge exceeds economic thresholds. In 
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or 
soil insecticide; however, insecticides labeled for adult CRW control must be avoided in the 
refuge during the period of CRW adult emergence. Economic thresholds will be detennined 
using methods recommended by local or regional professionals (e.g., Extension Service 
agents, crop consultants). 

The cotton-growing region requiring the additional 20% refuge consists of the following 
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South 
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer, 
Harmon> Jackson, Kay, Kiowa) Tillman, and Washita), Tennessee (only the counties of 
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood, 
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except 
the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree, 
Roberts, and Sherman), Virginia (only the counties of Dinwiddie, Franklin City, Greensville) 
Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) and Missouri 
(only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard). 
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Corn Insects Controlled or Suppressed 

European com borer (ECB) 
Southwestern com borer (SWCB) 
Southern cornstalk borer (SCSB) 
Com earworm (CEW) 
Fall armyworm (FAW) 
Stalk borer 
Lesser com stalk borer 
Sugarcane borer (SCB) 
Western bean cutworm (WBC) 
Black cutworm 

Western com rootworm (WCRW) 
Northern com rootworm (NCR\V) 
Mexican com rootworm (MCRW) 

Ostrinia nubilalis 
Diatraea grandiosella 
Diatraea crambidoides 
Helicoverpa zea 
Spodoptera frugiperda 
Papaipema nebris 
Elasmopalpus lignosellus 
Diatraea saccharalis 
Richia albicosta 
Agrotis ipsilon 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 

MON 89034 x TC1507 x MON 88017 x DAS*59122*7 is a product of Monsanto's and Dow 
AgroSciences' research programs, offering unique genetic characteristics for specific grower 
needs and may be protected by one or more of the following U.S. patents: 5322938, 
5352605,5359142,5378619,5424412,5550318,5554798,5641876,5717084,5728925, 
5804425,6018100,6025545,6051753,6063597,6083878,6331665,6489542,6645497, 
6713063,6962705,7064249,7070982,7112665,7227056,7250501,7304206,7544862, 
7618942, 7927598, and RE39247. 

EPA Accepted: _1_1_ 
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PlantAincorporated Protectant Label 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
RIB CompleteTM 

InsectAProtected) HerbicideATolerant Corn 
(Alternate Brand Name: Genuity0 SmartStax0 RIB CompleteTM)t 

(OECD Unique Identifier: MON-89034-3 x DAS-01507-I x 

MON-880I7-3 X DAS-59I22-7) 
Active Ingredients: 
Bacillus thuringiensis Cry lA.l 05 protein and the genetic material (vector PV AZMIR245) 
necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-89034-3) 
..................................................................................................................................................... ::: 0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material (vector PV AZM1R245) 
necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-89034-3) 
............................................................................................................................. ::: 0.0053%* 

Bacillus thuringiensis Cry 1 F protein and the genetic material (vector PHP8999) necessary 
for its production in corn event TC1507 (OECD Unique Identifier: DAS- 01507-1) .. :5 0.0012%* 

Bacillus thuringiensis Cry3Bb1 protein and the genetic material (vector PVAZM1R39) 
necessary for its production in corn event MON 88017 (OECD Unique Identifier: MON-88017A3) 
..................................................................................................................................................... ::: 0.0079%* 

Bacillus thuringiensis Cry34Ah 1 protein and the genetic material (vector PHP 17662) 
necessary for its production in corn event DAS-59122A 7 (OECD Unique Identifier: DAS-59122-7) 
........................................................................................................... : ......................................... ::: 0.0194%* 

Bacillus thuringiensis Cry35Abl protein and the genetic material (vector PHP17662) 
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier: DAS-59122-7) 
..................................................................................................................................................... ::: 0.0042%* 

Other Ingredients: 
CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material 
(vector PV -ZMIR39) necessary for its production in corn event MON 88017 
............................................................................................................................. ::: 0.0052%* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material (vectors 
PHP17662 and PHP8999) necessary for its production in corn events TC1507 and 
DASA59122-7 .................................................................................................... ::: 0.00045%* 
*Maximum percent (wt/wt) of dry forage 

t Genuity® SmartStax® RIB Complete™ seed with this refuge configuration contains 95% 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 mixed with at least 5% non-Bt corn 
within a single lot of seed. 
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) KEEP OUT OF REACH OF CHILDREN 

CAUTION 

NET CONTENTS __ _ 

EPA Registration No. 524~595 
EPA Establishment No. 524-M0~002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in any manner inconsistent with its 
labeling. This product must be used as specified in the terms and conditions of the 
registration. 

This product may be combined or produced through conventional breeding with other 
registered plant~incorporated protectants that are similarly approved for use in combination) 
through conventional breeding) with other registered plant~incorporated protectants to 
produce inbred com lines and hybrid corn varieties with combined pesticidal traits. 

MON 89034 x TC1507 x MON 88017 x DAS~59122~7 RJB Complete™ protects corn crops 
from leaf) stalk) and ear damage caused by lepidopteran corn pests listed on this label and 
root damage caused by corn rootwof1!1larvae listed on this label. In order to minimize the 
risk of these pests developing resistance to MON 89034 x TC 1507 x MON 88017 x 

DAS~59122~7 RIB CompleteTM com) an insect .resistance management plan must be 
implemented as defined in the registration terms and conditions. 

Grower agreements will specify that growers must adhere to the refuge requirements that will 
be described on the bag or bag/tag for MON 89034 x TC1507 x MON 88017 x DAS-59122~ 

7 RIB CompleteTM com or other applicable product use documents. 

Sales of com hybrids that contain Monsanto)s Bt com plant~incorporated pesticide(s) must be 
accompanied by either an IRM/Grower Guide or information on the bag or bag~tag) on 
planting) production) and insect resistance management) and notes that routine applications of 
insecticides to control these insects are usually unnecessary when corn containing the Bt 
proteins is planted. 

Corn seed bags or bag tags for products containing MON 89034 x TC 1507 x MON 88017 x 
DAS~59122~7 RIB Complete™ must include the refuge size requirement in text and 

) graphical format. 
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INSECT RESISTANCE MAL'lAGEMENT 

Growers are instructed to read information on insect resistance management in the bag and/or 
bag-tag. 

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid 
seed com up to a total of20,000 acres per county and up to a combined United States (U.S.) 
total of 250,000 acres per plant-incorporated protectant (PIP) active ingredient per regish·ant 
per year. 

The seed producer must ensw·e a minimum of 5% non-PIP refuge seed is included with the 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in each lot of seed com. The refuge 
seed in the seed mixture may not be treated with seed-applied insecticides for corn rootworm 
(CRW) control unless the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed in the 
seed mixture receives the same treatment. 

The IRM/Grower Guide for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RlB 
Complete™ or comparable information presented on the product bag or bag-tag, must 
contain the following information: 

This product is a seed mixture contammg MON 89034 x TC1507 x MON 88017 x 
DAS-59122-7 and a minimum of 5% non-Bt seed that when planted creates an inte~spersed 
refuge within the field. There are no requirements for a separate structured refuge for 
Genuity® SmartStax® RIB CompleteTM com when planted in the U.S. com-growing region, 
including Alaska and Hawaii, because the refuge seed is contained within the bag/container. 

The interspersed refuge can only be used by planting seed com specifically generated by 
qualified seed producers/conditioners licensed by the registrant. Insecticidal treatments 
labeled for adult CR W control are discouraged during the time of adult CR W emergence. 

The seed mix refuge option for Genuity® SmartStax® RIB CompleteTM satisfies the 
refuge requirements in all regions other than in the cotton-growing region where corn 
eanvorm is a significant pest as defined below. 

Additional refuge requirements in the cotton-growing region where corn earworm is a 
significant pest 
In the cotton-growing region where com earworm is a significant pest, as defined below, 
Genuity® SmartStax® RlB CompleteTh1 requires the planting of an additional20% structured 
refuge (i.e. 20 acres of non-Bt com for every 80 acres of Genuity® SmartStax® RlB 
CompleteTM planted). 

The 20% refuge must be planted with com hybrids that do not contain Bt technologies for the 
control of com rootworms or com borers. The refuge and the Genuity® SmartStax® RIB 
CompleteTM should be sown on the same day, or with the shortest window possible between 
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planting dates to ensure that com root development is similar among vanet1es. The 
structured refuge may be planted as an in-field or adjacent {e.g., across the road) refuge or 
glanted as a separate block that is within Y2 mile of the Genuity® SmartStax® RIB 
CompleteTM field. In-field refuge options include blocks, perimeter strips (i.e., strips around 
the field), or in-field strips. If perimeter or in-field strips are implemented, the strips must be 
at least 4 consecutive rows wide. The refuge can be protected from lepidopteran damage by 
use of non-Bt insecticides if the population of one or more target lepidopteran pests of 
Genuity® SmartStax® RIB Complete™ in the refuge exceeds economic thresholds. In 
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or 
soil insecticide; however, insecticides labeled for adult CRW control must be avoided in the 
refuge during the period of CR W adult emergence. Economic thresholds will be detennined 
using methods recommended by local or regional professionals (e.g., Extension Service 
agents, crop consultants). 

The cotton-growing region requiring the additional 20% refuge consists of the following 
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South 
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer, 
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of 
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood, 
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except 
the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree, 
Roberts, and Sherman), Virginia (only the counties of Dinwiddie, Franklin City, Greensville, 
Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) and Missouri 
(only the counties of Dunklin, New Madrid, Perniscot, Scott, _and Stoddard). 
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Corn Insects Contmlled or Suppt·essed 

European com borer (ECB) 
Southwestern com borer (SWCB) 
Southern cornstalk borer (SCSB) 
Com ean:vonn (CEW) 
Fall armyworm (FA W) 
Stalk borer 
Lesser com stalk borer 
Sugarcane borer (SCB) 
Western bean cutwonn (WBC) 
Black cutwonn 

Western com rootwonn (WCRV.l) 
Northern com rootwonn (NCRW) 
Mexican com rootwonn (MCRW) 

Ostrinia nubilalis 
Diatraea grandiosella 
Diatraea crambidoides 
H elicoverpa zea 
Spodoptera frugiperda 
Papaipema nebris 
Elasmopalpus lignosellus 
Diatraea saccharalis 
Richia albicosta 
Agrotis ipsilon 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a productofMonsanto's and Dow 
AgroSciences' research programs, offering unique genetic characteristics for specific grower 
needs and may be protected by one or more of the following U.S. patents: 5322938, 
5352605,5359142,5378619,5424412,5550318,5554798,5641876,5717084,5728925, 
5804425,6018100,6025545,6051753,6063597,6083878,6331665,6489542,6645497, 
6713063,6962705,7064249,7070982,7112665,7227056,7250501,7304206,7544862, 
7618942, 7927598, and RE39247. ·· 

EPAAccepted: _/_/_ 
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MONSANTO~ 
FOR IMMEDIATE RELEASE 

MONSANTO U.S. 

MEOlA CONTACT 
Ben Kampelman (314-694-6192} 

Monsanto Completes U.S. Regulatory Registration for Genuity0 SmartStax0 RIB Complete 'I'M 

Plans Set to Introduce Industry's First, Single-Bag Refuge Solution for Corn 

ST. LOUIS (April XX, 2011} - U.S. farmers in the Corn Belt can now choose the simplicity, convenience 
and refuge compliance benefits of the industry's first, single-bag refuge solution for corn. Genuity0 

SmartStax0 RIB CompleteT"' by Monsanto Company (NYSE: MON) has received registration from the U.S. 
Environmental Protection Agency. This completes federal regulatory authorization in the United States. 
Commercialization is pending individual state authorizations and notifications, as required. 

The product is the outcome of a collaboration between Monsanto and Dow AgroSciences LLC, a wholly 
owned subsidiary of The Dow Chemical Company. It is a combination of each company's industry­
leading corn traits that provide farmers with multiple modes-of-action for broad spectrum control of 
above- and below-ground insects, and also offers two herbicide tolerance traits for flexible weed 
management. Today's registration of Genuity SmartStax RIB Complete provides farmers with the 
opportunity to plant a single-bag refuge solution for corn. 

Genuity SmartStax RIB Complete is a blend of 9S percent Genuity SmartStax corn seed and s percent 
refuge (non-Bt} seed that farmers can plant across their entire field. This means that farmers who plant 
Genuity S!l)artStax RIB Complete products no longer need to plant a separate, structured refuge for 
above- or below-ground pests in the corn Belt. For farmers who have purchased Genuity SmartS tax 
without the RIB Complete, the structured refuge is still required. 

''We're committed to developing products that help improve farmers' productivity. Farmers have told us 
they want a true, single-bag refuge solution, and this registration enables Monsanto to deliver," said 
Brett Begemann, Monsanto Executive Vice President and Chief Commercial Officer. "For farmers 
planting a field of Genuity SmartStax RIB Complete corn, we've simplified refuge management by 
eliminating the structured refuge, which can contribute to timely, more efficient planting and on-farm 
productivity." 

2012 Full Commercio/ Launch Remoins On-Track 

With the registration now in-hand, Monsanto confirms that it expects a full commercial launch in more 
than 100 seed brands in 2012. The company also expects Genuity SmartS tax RIB Complete will be 
available in demonstration quantities in 2011 through Monsanto's national and regional seed brands, as 
well as through a limited number of licensing partners, primarily in the northern Corn Belt. 

"This is a product that will truly simplify the management of my operation and improve my peace-of­
mind at the same time," said Greene, Iowa, farmer Ron Utterer. "In order to be refuge compliant on my 
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Genuity SmartStax RIB Complete fields, alii' II have to do is tear open the bag and pour the seed into my 
planter. That will allow me to plant the most traited acres in every field, while complying with refuge 
requirements." 

In corn farming, a refuge is an integral component of insect resistance management. The refuge 
provides a shelter for insects susceptible to Bt technology so that any rare individual insects that survive 
after feeding on Bt corn can mate with suscepf1ble insects and produce susceptible offspring. This 
preserves Bt technology that helps corn plants protect themselves from insect pests. 

For downloadable audio, photographs and more, please visit the press kit on Monsanto's website. 

About Monsanto 
Monsanto Company is a leading global provider of technology-based solutions and agricultural products 
that improve farm productivity and food quality. Monsanto remains focused on enabling both small­
holder and large-scale farmers to produce more from their land while conserving more of our world's 
natural resources such as water and energy. To learn more about our business and our commitments, 
please visit: www.monsanto.com. Follow our business on Twitter0 at www.twitter.com/MonsantoCo, on 
Facebook0 at www.facebook.com/MonsantoCo, or subscribe to our News Release RSS Feed. 

Editors note: Monsanto corn seed brands and licensees in the Northern Corn Belt that ore expected to 
have Genuity SmartStax RIB Complete product commercially available in 2011 include national brands 
DEKALB and Channel; regional brands Fontanelle, Gold Country Seed, Heritage, Hubner Seed, Jung, 
Kruger, Lewis, Reo, Specialty, Stewart, Stone Seed Group and Treloy Seeds; and also licensees of 
Monsanto's seed technology. 
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U.S. ENVIRONMENTAL PROTECTION AGENCY 

Office of Pesticide Programs 
Bfopesticides and Pollution 
Prevention Division (7511P) 

Ariel Rfos Building 
1200 Pennsylvania Ave., NW 

Washington, D.C. 20460 

NOTICE OF PESTICIDE: 
.L Registration 

_ Reregistration 
(under FIFRA, as amended} 

Name and Address of Registrant (include ZIP Code): 

Monsanto Company 
800 N. Lindbergh Blvd. 
St. Louis. MO 63167 

EPA Reg. Nwnber: Date of Issuance: 

524-595 
APR 08 20U 

Term of Issuance: Conditional 

Name of Pesticide Product: 

MON 89034 x TC1507 x MON 
88017 x DAS-59122-7 RIB 
Complete Insect Protected. 
Herbicide-Tolerant Corn 

On the basis of Wormation furnished by the registrant, the above named pesticide is hereby registcred/reregistetcd under the Federal Insecticide, 
Fungicide and Rodenticide Act Registration is in no way to be construed as an endoxsement or recommendation of this product by the Agency. In order 
to protect health and the environment, the Administrator, on his motion. may at any time suspend or cancel the regislr.ltion of a pesticide in accordance 
with the Act. The acceptance of any name in COMection with the registration of a product under this Act is not to be construed as giving the registrant a 
right to exelusive use of the name or to its use if it bas been covered by others. 

This product is conditionally registered in accordance with FIFRA § 3(c)(7)(A) provided that you 
do the following terms and conditions 

1) Submit/cite all data required for registration of your product under FIFRA § 3(c)(5) when the 
Agency requires registrants of similar products to submit such data. 

2) The subject registration will automatically expire on midnight October 31. 2011. 

3) The subject registration is limited to MON 89034 x TC1507 x MON 88017 x DAS-59122~7 seed 
blend in field corn. 

4) Submit or cite all data required to support MON 89034 x TC1507 x MON 88017 x DAS-59122-7 
plant-incorporated protectant products within the timeframes required by the terms and conditions 
of EPA Registration Numbers 524-581. 

Date: 
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5) Provided the registration expiration date is extended, submit an interim report on the 
following data within one year and a flnal report within two years. 

• Revised modeling incorporating the structural elements recommended by the SAP (i.e .• 
explicit larval movement. switch from a frequency-based model to one including density­
dependent larval mortality. epistatic mechanisms for resistance in target pests) with 
separate analyses for SWCB and ECB. Non-unifonn oviposition should be modeled for 
both ECB and SWCB, especially (but not only) for the second generation of adults which 
will niore likely lay eggs on Bt rather than on damaged (or crowded out) non-Bt refuge 
plants in seed blends. 

• Biological research on adult movement (related to mating and movement from refuges), 
larval movement, larval feeding (i.e., selective feeding within corn ears or on pollen). 
survival of heterozygote genotypes on MON 89034 x TC150ix MON 88017 x DAS-
59122-7 (markers may need to be determined for heterozygotes). and the potential for 
epistatic mechanisms of resistance (particularly with older instars). 

6) Do the following Insect Resistance Management Program for MON 89034 x TC1507 x MON 
88017 x DAS-59122-7 seed blend com. 

a) Refuge Requirements for MON 89034 x TC1507 x MON 88017·x DAS-59122-7 

The following information must be included on the product bag or bag-tag as sold per respective 
region: 

Bag or Bag-Tag for the Com-Growing Region 
There are no requirements for a separate structured refuge for MON 89034 x TC1S07 x MON 
88017 x DAS-59122-7 seed blend corn when planted in the U.S. com:-growing region. The 
refuge seed ofMON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend corn is 
contained in the bag resulting in a refuge configuration that is interspersed within the fleld. SEE 
THE JRM/GROWER GUIDE FOR DETAILED JRM REQUIREMENTS, including the areas 
making up the com-growing region. 

Bag or Bag-Tag for the Cotton-Growing Region 
Growers in the cotton-growing region of the U.S. who plant MON 89034 x TC1507 x MON 
88017 x DAS-59122-7 seed blend com are required to plant an additional20% structured refuge 
(i.e. 20 acres ofnon-B.t. com for every 80 acres ofMON 89034 x TC1507 x MON 88017 x 
DAS-59122-7 seed blend com planted). The 20% refuge must be planted with corn hybrids that 
do not contain B.t. technologies for the control of corn rootworms or corn borers. The refuge and 
the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend corn should be sown on 
the same day. or with the shortest window possible between planting dates to ensure that com 
root development is similar among varieties. The structured refuge may be planted as an in-field 
or adjacent (e.g .• across the road) refuge, or as a separate block that is .within ¥2 mile of the MON 
89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend corn field. SEE THE 
IRM/GROWER GUIDE FOR DETAILED JRM REQUIREMENTS. including the areas making 
up the cotton-growing region. 

The cotton-growing region requiring the additional 20% refuge consists of the following states: 
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Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South Carolina, 
Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer, Harmon, Jackson, 
Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of Carroll, Chester, Crockett, 
Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood, Lake, Lauderdale, Lincoln, 
Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except the counties of Carson, Dallam, 
Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree, Roberts, and Sherman), Virginia 
(only the counties of Dinwiddie, Franklin City, Greens ville, Isle of W~ght, Northampton, 
Southampton, Suffolk City, Surrey, and Sussex) and Missouri (only the counties of Dunklin, 
New Madrid, Pemiscot, Scott, and Stoddard). 

The following information regarding refuge placement for commercial production must be 
included in the IRM/Grower Guide: 

This product includes refuge that is interspersed within the field by planting a licensed seed~ 
mixture containing MON 89034 x TC1507 x MON 88017 x DAS-59'122-7 and a minimum of 
5% non~PIP seed. The seed mix refuge option for MON 89034 xTC1507 x MON 88017 x DAS-
59122-7 seed blend com satisfies the refuge requirements in all regions other than in cotton 
growing regions where com earworm is a significant pest as defmed below. 

The seed producer must ensure a minimum of 5% non~ PIP refuge seed is included with the 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in each lot of seed com. 

The interspersed refuge can only be used by planting seed com specifically generated by 
qualified seed producers/conditioners licensed by the registrant. The refuge seed in the seed 
mixture may not be treated with seed-applied insecticides for com rootworm (CRW) control 
unless the MON 89034 x TC1507 x MON 88017 x DAS~59122-7 seed in the seed mixture 
receives the same treatment. Insecticid'al treatments labeled for adult CRW control are 
discouraged during the time of adult CRW emergence. 

Additional refuge requirements in cotton~growing regions where corn earworm is a 
significant Rest 

In cotton~growing regions where com earworm is a significant pest, as defined below, MON 
89034 x TC1507 x MON 88017 x DAS-59124~7 seed blend com requires the planting of an 
additional 20% structured refuge (i.e. 20 acres of non-Bt com for every 80 acres of MON 89034 
x TC1507 x MON·88017 x DAS~59122-7 seed blend com planted). 

The 20% refuge must be planted with com hybrids that do not contain Bt technologies for the 
control of com rootwonns or com borers. The refuge and the MON 89034 x TC1507 x MON 
88017 x DAS~59122~ 7 seed blend com should be sown on the same day, or with the shortest 
window possible between planting dates to ensure that corn root development is similar among 
varieties. The structured refuge may be planted as an in-field or adjacent (e.g .. across the road) 
!Si!!ge, or as a separate block that is within~ mile of the MON 89034 x TC1507 x MON 88017 
x DAS-59122~ 7 seed blend com field. In-field refuge options include blocks, perimeter strips 
(i.e., strips around the field), or in~ field strips. If perimeter or in~ field ·strips are implemented, the 
strips must be at least 4 consecutive rows wide. The refuge can be protected from lepidopteran 
damage by use of non-Bt insecticides if the population of one or more target lepidopteran pests of 
MON 89034 x TC1507 x MON 88017 x DAS-59122~ 7 seed blend com in the refuge exceeds 
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economic thresholds. In addition, the refuge can be protected from C~ W damage by an 
appropriate seed treatment or soil insecticide; however, insecticides labeled for adult CR W 
control must be avoided in the refuge during the period of CR W adult emergence. Economic 
thresholds will be dete.nnined using methods recommended by local or regional professionals 
(e.g., Extension Service agents, crop consultants). 

The cotton-growing region requiring the additional 20% refuge consists of the following states: 
Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South Carolina, 
Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer; Greer, Harmon, Jackson, 
Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of Carroll, Chester, Crockett, 
Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood, Lake, Lauderdale, Lincoln, 
Madison, Obion, Rutherford, Shelby, and Tipton), Texas (except the counties of Carson, Dallam, 
Hansford, Hartley, Hutchinson, Lipscomb, Moore, Ochiltree, Roberts, and Sherman), Virginia 
(only the counties of Dinwiddie, Franklin City, Greensville, Isle of Wight, Northampton, 
Southampton, Suffolk City, Surrey, and Sussex) and Missouri (only the counties of Dunklin, 
New Madrid, Pemiscot, Scott, and Stoddard). 

b) Grower Agreement for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 Seed Blend 
Corn 

1) Persons purchasing MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend com 
must sign a grower agreement. The term "grower agreement" refers to any grower purchase 
contract, license agreement, or similar legal document. 

2) The grower agreement and/or specific stewardship documents referenced in the grower 
agreement must clearly set forth the terms of the current IRM program. By signing the g~ower 
agreement, a grower must be contractually bound to comply with the requirements of the IRM 
program. 

3) Monsanto must implement a system (equivalent to what is already approved for previously 
registered Monsanto Bt com products), which is reasonably likely to assure that persons 
purchasing MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend com will affirm 
annually that they are contractually bound to comply with the requirements of the IRM program. 
A description of the system must be submitted to EPA within 90 days from the date of 
registration. 

4) Monsanto must use a grower agreement and must submit to EPA, within 90 days from the 
date of registration, a copy of that agreement arid any specific stewardship documents referenced 
in the grower agreement. If Monsanto wishes to change any part of the grower agreement or any 
specific stewardship documents referenced in the grower agreement that would affect either the 
content of the IRM program or the legal enforceability of the provisions of the agreement relating 
to the IRM program, 30 days prior to implementing a proposed change, Monsanto must submit to 
EPA the text of such changes to ensure that it is consistent with the terms and conditions of this 
registration. 

5) Monsanto must implement a system (equivalent to what is already·approved for previously 
registered Monsanto Bt com products), which is reasonably likely to assure that persons 
purchasing MON 89034 x TC 1507 x MON 88017 x DAS-59122-7 seed blend com sign grower 
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agreement(s). A description of the system must be submitted to EPA within 90 days from the 
date of registration. 

6) Monsanto shall maintain records of all MON 89034 x TC1507x MON 88017 x DAS-59122-7 
seed blend corn grower agreements for a period of three years from December 31st of the year in 
which the agreement was signed. 

7) Beginning on January 31, 2012 and annually thereafter, Monsanto shall provide EPA with a 
report on the number of units ofMON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed 
blend com seed shipped and not retumed, and the number of such units that were sold to persons 
who have signed grower agreements. The report shall cover the time frame of a twelve-month 
period. Note: The first report shall contain the specified information from the time frame starting 
with the date of registration and extending through the 2011 growing season. 

8) Monsanto must allow a review of the grower agreements and grower agreement records by 
EPA or by a State pesticide regulatory agency if the State agency can demonstrate that 
confidential business information, including names, personal information, and grower license 
number, will be protected. 

c) IRM Education and IR.l\1 Compliance Monitoring Program for MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 Seed Blend Corn 

1) Monsanto must design and implement a comprehensive, ongoing IRM education program 
designed to convey to MON 89034 x TC 1507 x MON 88017 x. DAS-59122-7 seed blend corn 
users the importance of complying with the IRM program. The education program shall involve 
the use of multiple media, e.g. face-to-face meetings, mailing written materials, EPA-reviewed 
language on IRM requirements on the bag or bag tag, and electronic communications such as by 
internet, radio, or television commercials. Copies of the materials will be provided to EPA for 
their records. The program shall involve at least one written communication annually to each 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend corn user separate from the 
grower technical guide. The communication shall inform the user of the current IRl'vt: 
requirements. Monsanto shall coordinate its education program with the educational efforts of 
other registrants and other organizations, such as the National Com Growers Association and 
state extension programs. 

2) Annually, Monsanto shall revise, and expand as necessary, its education program to take into 
account the information collected through the compliance survey and from other sources. The 
changes shall address aspects of grower compliance that are not sufficiently high. 

3) Beginning January 31,2012, Monsanto must provide a report to .EPA summarizing the 
activities it carried out under its education px:ogram for the prior year. Annually thereafter, 
Monsanto must provide EPA any substantive changes to its grower education activities as part of 
the overall IRM compliance assurance program report. Monsanto must either submit a separate 
report or contribute to the report from the industry working group, Agricultural Biotechnology 
Stewardship Technical Committee (ABSTC). 

4) Given that MON 89034 x TC 1507 x MON 88017 x DAS-59122-7 seed blend will likely 
have different refuge strategies for lepidoptera and CRW than other registered Bt corn products, 
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Monsanto must submit a revised compliance. assurance program (CAP) within 90 days of the 
date of registration. This revised CAP must be found acceptable by BPPD by April!, 2012. This 
strategy should be specific for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend 
corn and the new refuge requirements. Availability of non-Bt corn refuge seeds in desirable 
varieties must be addressed. Compliance is an area of ongoing concern ~- recent data have shown 
that refuge compliance for Bt com has fallen in recent years. 

d) Insect Resistance Mqnitoring and Remedial Action Plans for MON 89034 x TC1507 x 
MON 88017 xDAS~59122~7 Corn 

Existing programs for resistance monitoring and remedial action for l\40N 89034 x TC1507 x 
MON 88017 x DAS-59122~7 are applicable and required for MON 89034 x TC1507 x MON 
88017 x DAS-59122-7 seed blend corn. Monsanto must submit a revised definition of 
unexpected damage in MON 89034 x TC1507 x MON 88017 x DAS~59122-7 seed blend corn 
for resistance monitoring must also submit a remedial action plan within 90 days of the date of 
registration that must be found acceptable to BPPD by April!, 2012. 

A report on results of resistance monitoring and investigations of damage reports must be 
submitted to the Agency armually by August 31st each year, beginning in 2012, for the duration 
of the conditional registration. 

e) Annual Reporting Requirements for MON 89034 x TC1507 x MON 88017 x DAS-59122-
7 Seed Blend Corn 

1) A.tmual Sales: reported and summed by state (county level data available by request) 
January 31st each year, beginning in 2012; 

2) Grower Agreements: number of units of MON 89034 x TC1507 x MON 88017 x DAS-
59122-7 seed blend corn seed shipped or sold and not returned, and the number of such units that 
were soldto persons who have signed grower agreements, January 31st each year, beginning in 
2011; 

3) Grower Education: substantive changes to education program completed previous 
year, January 31st each year, beginning in 2012; 

4) Compliance Assurance Program: compliance assurance program activities and results for the 
prior year and plans for the compliance assurance program for the current year, 
January 31st each year, beginning in 2012; 

5) Compliance Survey Results: results of annual surveys for the prior year and survey 
plans for the current year; full report January 31st each year, beginning in 2012; 

6) Insect Resistance Monitoring Results: res:ults of monitoring and investigations of 
damage reports, August 31st each year, beginning in 2012. 
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f} Refuge Assurance Program for lVION 89034 x TC1507 x MON 88017 x DAS-59122-7 
Seed Blend Corn 

Monsanto and Monsanto's seed company licensees must continue to implement a blended seed 
refuge assurance program des_igned to ensure MON 89034 x TC1507 .x MON 88017 x DAS-

59122-7 seed blend com products are formulated with the appropriate rate of refuge seeds. 
The program must include the following four elements: 

1. Trait purity check on seed lots prior to blending (Monsanto and Monsanto Licensees) 
2. Standard Operating Procedures for the blending process; 
3. Calibration of blending equipment; and 
4. Records and data retention records for seed blend products. 

• Calibration records- Monsanto and Monsanto's Licensees will retain 
documentation for three (3) years on the equipment calibration including the 
procedure, when it was conducted and the results. 

• Blend proportion records (weight and kernel based)- Monsanto and Monsanto 
Licensees will retain documentation for three (3) years on the kernel per pound 
data of the components, the calculations to determine the proportions based on 
weight and the actual weights that are blended together to make up an MON 
89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend corn product by seed 
lot. 

All records must be maintained at the Monsanto and Monsanto Licensees blending facility and 
must be available for the EPA review upon request. 

Within one year of the date of registration Monsanto will collect documentation from 
qualification test runs that validate blend percentages from their licensees/conditioners that 
produceMON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed blend corn and submit this 
data to the Agency. Any licensee/conditioner that is unable to verify their blend acctiracy will 
provide evidence demonstrating application and participation in the USDA USA Accredited 
Seed Conditioning Program (ASCP) as outlined in ARC 1005D Appendix, 
http://www .ams.usda. g:ov I AMSv 1.0/ams.fetch TemplateData.do ?template= Tempi ateN&nav ID=A 
ccreditedSeedPro!!rams&ri!!htNav1=AccreditedSeedPro!!rams&topNav=&leftNav=&page=ASL 
Pro.!!I'am&resultType=&acct=audrevcom. · · 

Should Monsanto or Monsanto's Licensees be notified by the USDA/AMS or State Seed Control 
Officials that your seed blend products have been found to have a lower percentage of the refuge 
component than is represented on the label, they must notify EPA within 30 days. This would 
constitute information reportable under F_IFRA ~ection 6(a)(2). 

6) Monsanto must submit revised product labeling that indicates one seed tag for use in both 
cotton and non-cotton growing areas within six months. 
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7) Monsanto must report on how many of their licensees (by number and percentage) color seed 
January 31st each year, beginning in 2012. 

If these conditions are not complied with, the registration will be subject to cancellation 
in accordance with FIFRA Section 6(e). Your release for shipment of the product constitutes 
acceptance of these conditions. 

A copy of the stamped label is enclosed for your records. 

Sincerely, 

~-= 
Keith A. Matthews, Director 
Biopesticides and Pollution 
Prevention Division (7511P) 
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Plant*Incorporated Proteetant Label 
MON 89034 X TC1507 X MON 88017 X DAS-59122-7 

RIB Complete™ 
Insect-Protected, Herbicidc*Tolerant Corn 

(Alternate Brand Name: Genuity® SmartStal> RIB ComplcteTM):j: 
(OECD Unique Identifier: MON-89034-3 x DAS- 01507*1 x 

MON-88017-3 X DAS-59122-7) 
Active Ingredients: 
Bacillus thuringiensis Cry1A.l05 protein and the genetic material (vector PV-ZM1R245) 
necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-89034-3) 
...................................................................................................................................................... ::: 0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material (vector PV*ZMIR245) 
necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-89034-3) 

····························································································································· :5 0.0053%* 

Bacillus thuringiensis Cry 1 F protein and the genetic material (vector PHP8999) necessary 
for its production in corn event TC1507 (OECD Unique Identifier: DAS* 01507-1) .. :5 0.0012%* 

Bacillus thuringiensis Cry3Bb 1 protein and the genetic material (vector PV -ZMIR39) 
necessary for its production in corn event MON 88017 (OECD Unique Identifier: MON-88017*3) 
...................................................................................................................................................... ::; 0.0079%* 

Bacillus thuringiensis Cry34Abl protein and the genetic material (vector PHP17662) 
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier: 
DAS-59122-7) .............................................................................................................................. :5 0.0194o/o* 

Bacillus thuringiensis Cry35Abl protein and the genetic material (vector PHP17662) 
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier: 
DAS-59122-7) .............................................................................................................................. :5 0.0042%* 

Other Ingredients: 
CP4 EPSPS protein (5-enolpyruvylshikimate*3-phosphate synthase) and the genetic 
material (vector PV-ZM1R39) necessary for its production in corn event MON 88017 
............................................................................................................................. :5 0.0052o/o* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material (vectors 
PHP 17662 and PHP8999) necessary for its production in corn events TC1507 and 
DAS-59122*7 .................................................................................................... ::; 0.00045%* 
*Maximum percent (wt/wt) of dry forage 

t Genuity® SmartStax® RIB CompleteTM seed with this refuge configuration contains 95% 
MON 89034 x TC1507 x MON 88017 x DAS-59122*7 mixed with at least5% non-Bt 

corn within a single lot of seed. !~:-·-;;;;;~;;-;;=-:=-~--.... 
CC.EPfE.D1 

A'PR 0 3:;;-~l~¥';; 
.. ~·-·-~.·l~'$_3 
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KEEP OUT OF REACH OF CHILDREN 

CAUTION 

NET CONTENTS ____ _ 

EPA Registration No. 524-~ s-c1) 
EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in any manner inconsistent with its 
labeling. This product must be used as specified in the terms and conditions of the 
registration. 

This product may be combined or produced through conventional breeding with other 
registered plant-incorporated protectants that are similarly approved for use in 
combination, through conventional breeding, with other registered plant-incorporated 
protectants to produce inbred corn lines and hybrid com varieties with combined pesticidal 
traits. 

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB Complete'~'M protects corn 
crops from leaf, stalk, and ear damage·caused by lepidopteran corn pests listed on this label 
and root damage caused by corn ·root:Worm larvae listed on this label. In order to minimize 
the risk of these pests developing resistance to MON 89034 x TC 1507 x MON 880 I 7 x 
DAS-59122-7 RIB Complete™ corn, an insect resistance management plan must be 
implemented as defined in the registration terms and conditions. 

Grower agreements will specify that growers must adhere to the refuge requirements that 
will be described in the IRM/Grower Guide for MON 89034 x TC1507 x MON 880I7 x 
DAS-59I22-7 RIB Complete™ corn or other applicable product use documents. 

Sales of com hybrids that contain Monsanto's Bt corn plant-incorporated pesticide(s) must 
be accompanied by an IRM/Grower· Guide which includes information on planting, 
production, and insect resistance management and notes that routine applications of 
insecticides to control these insects are usually unnecessary when corn containing the Bt 
proteins is planted. 

Corn seed bags or bag tags for products containing MON 89034 x TC1507 x MON 88017 
x DAS-59122-7 RIB Complete™ must include the refuge size requirement in text and 
graphical format. 

Monsanlo Company Page2 ofS 
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INSECT RESISTANCE MANAGEMENT 

Growers are instructed to read information on insect resistance management m the 
IRM/Grower Guide. 

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid 
seed corn up to a total of 20,000 acres per county and up to a combined United States 
(U.S.) total of 250,000 acres per plant-incorporated protectant (PIP) active ingredient per 
registrant per year. 

The following information must be included on the product bag or bag-tag as sold per 
respective region: 

Bag or Bag-Tag for the Corn-Growing Region 
There are no requirements for a separate structured refuge for Genuity® SmartStax® RIB 
CompleteTM com when planted in the U.S. com-growing region. The refuge seed of 
Genuity® SmattStax® RIB CompleteTM corn is contained in the bag resulting in a refuge 
configuration that is interspersed within the field. SEE THE IRM/GROWER GUIDE FOR 
DETAILED IIUvf REQUIREMENTS, including the areas making up the corn-growing 
region. 

Bag or Bag-Tag for the Cotton-Growing Region 
Growers in the cotton-growing region of the U.S. who plant Genuity® SmartStax® RIB 
CompleteTM corn seed are required to plant an additional 20% structured refuge (i.e. 20 
acres of non-B.t. corn for every 80 acres of Genuity® SmartStax® RIB Complete™ corn 
planted). The 20% refuge must be planted with corn hybrids that do not contain B.t. 
technologies for the control of corn root worms or corn borers. The refuge and the Genuity® 
SmattStax® RIB Complete™ corn should be sown on the same day, or with the sb01test 
window possible between planting dates to ensure that corn root development is similar 
among varieties. The structured refuge may be planted as an in-field or adjacent (e.g., 
across the road) refuge, or as a separate block that is within Y2 mile of the Genuity® 
SmartStax® RIB CompleteTM corn field. SEE THE IRM/GROWER GUIDE FOR 
DETAILED IRM REQUIREMENTS, including the areas making up the cotton-growing 
region. 

The cotton-growing region requiring tfi·e additional 20% refuge consists of the following 
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South 
Carolina, Oklahoma (only the counties of Beckham, ·Caddo, Comanche, Custer, Greer, 
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of 
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood, 
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas 
(except the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, 
Ochiltree, Robetts, and Sherman), Virginia (only the counties ofDinwiddie, Franklin City, 
Greensville, Isle of Wight, Notthampton, Southampton, Suffolk City, Surrey, and Sussex) 
and Missouri (only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard). 

Monsanto Company 07-CR-I92E-2 Page3 of5 
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The following information regarding refuge placement for commercial production must be 
included in the IRM/Grower Guide: 

This product includes refuge that is interspersed within the field by planting a licensed 
seed-mixture containing MON 89034 x TC 1507 x MON 88017 x DAS-59122-7 and a 
minimum of5% non-PIP seed. The seed mix refuge option for MON 89034 x TC1507 x 

MON 88017 x DAS-59122-7 RIB Complete™ satisfies the refuge requirements in all 
regions other than in cotton growing regions where corn eanvorm is a significant pest 
as defined below. 

The seed producer must ensure a minimum of 5% non~PIP refuge seed is included with the 
MON 89034 x TCI507 x MON 88017 x DAS-59I22-7 in each lot of seed corn. 

The interspersed refuge can only be used by planting seed corn specifically generated by 
qualified seed producers/conditioners licensed by the registrant. The refuge seed in the 
seed mixture may not be treated with seed-applied insecticides for corn rootworm (CR W) 
control unless the MON 89034 x TCI507 x MON 88017 x DAS-59I22-7 seed in the seed 
mixture receives the same treatment. Insecticidal treatments labeled for adult CRW 
control are discouraged during the time of adult CRW emergence. 

Additional refuge requirements in cotton~growing regions where corn eanvorm is a 
significant pest 

In cotton-growing regions where corn earworm is a significant pest, as defined below, 
MON 89034 x TC1507 x MON 880I7 x DAS-59122-7 RlB Complete™ requires the 
planting of an additional 20% structured refuge (i.e. 20 acres of non~Bt corn for every 80 
acres ofMON 89034 x TCI50J.x MON 88017 x DAS-59I22-7 RIB CompleteT.M planted). 

The 20% refuge must be planted with corn hybrids that do not contain Bt technologies for 
the control of corn rootworms or com borers. The refuge and the MON 89034 x TC1507 
x MON 88017 x DAS~59I22-7 RIB CompleteTM should be sown on the same day, or with 
the shortest window possible between planting dates to ensure that corn root development 
is similar among varieties. The structured refuge may be planted as an in~field or adjacent 
(e.g., across the road) refuge, or as a separate block that is within Yz mile of the 
MON 89034 x TC1507 x MON 88017 x DAS~59122-7 RIB CompleteTM field. In~field 

refuge options include blocks, perimeter strips (i.e., strips around the field), or in~field 
strips. If perimeter or in-field strips· are implemented, the strips must be at least 4 
consecutive rows wide. The refuge can be protected from lepidopteran damage by use of 
non~Bt insecticides if the population of one or more target lepidopteran pests of 
MON 89034 x TC1507 x MON 88017 x DAS-59I22-7 RIB CompleteTM in the refuge 
exceeds economic thresholds. In addition, the refuge can be protected from CRW damage 
by an appropriate seed treatment or soil insecticide; however, insecticides labeled for adult 
CR W control must be avoided in the refuge during the period of CR W adult emergence. 
Economic thresholds will be determined using methods recommended by local or regional 
professionals (e.g., Extension Service agents, crop consultants). 

Monsanlo Company Page 4 ofS 
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The cotton-growing region requiring the additional 20% refuge consists of the following 
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South 
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer, 
Hatmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of 
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood, 
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas 
(except the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, 
Ochiltree, Roberts, and Shetman), Virginia (only the counties of Dinwiddie, Franklin City, 
Greensville, Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) 
and Missouri (only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard). 

Corn Insects Controlled or Suppressed 

European corn borer (ECB) 
Southwestern com borer (SWCB) 
Southern cornstalk borer (SCSB) 
Corn earworm (CEW) 
Fall armyworm (FAW) 
Stalk borer 
Lesser corn stalk borer 
Sugarcane borer (SCB) 
Western bean cutworm (WBC) 
Black cutworm 

Western corn rootworm (W GR W) 
Northern corn rootworm (NCR W) 
Mexican corn rootworm (MCRW) 

Ostrinia nubi/alis 
Diatraea grandiosella 
Diatraea crambidoides 
Helicoverpa zea 
Spodoptera frugiperda 
Papaipema nebris 
Elasmopalpus lignosellus 
Diatraea sacchara/is 
Richia albicosta 
Agrotis ipsilon 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 

MON 89034 x TC1507 x MON 88917 x DAS-59122-7 RIB Complete™ is a product of 
Monsanto's and Dow AgroSciences' research programs, offering unique genetic 
characteristics for specific grower needs and may be protected by one or more of the 
following U.S. patents: 5322938, 5352605, 5359142, 5378619, 5424412, 5554798, 
5641876, 5717084, 5728925,5804425, 6018100, 6025545, 6051753,6063597, 6083878, 
6331665,64895~2,6645497,6962705~7064249, 7227056,and7~5050l. 

EPA Accepted: _/_/_ 

Monsanto Company 07-CR·l92E-2 Page 5 ofS 
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Public Participation for EPA-HQ-OPP-2011-0362 Pesticide Product; 
Registration Issuances for PIP Seed Blend 
Anthia Peters to· Mik~ Mendelsohn, Robert Forrest, Kimberly 04108120 t t 04:10 PM 

· Smrth, Earl Ingram 
Cc: Latasha While -·-·-----· --... ~-~-·-.. --·------~---·-· ---·-----~ 

The documents for EPA-HQ-OPP-2011-0362 (BRAD} Pesticide Product; Registration Issuances for PIP 
Seed Blend are now available on Regulations.gov 

Anthia C. Peters 
Office of Pesticides Programs 
Docket Manager 
ASRC Management Services 
(703} 305-0032 
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Monsanto 

BPPD has reviewed the information provided regarding the manufacturing process in 
Monsanto owned facilities and concludes that: 

/fhe seed weighing technology should guarantt-high accuracy around the determined 
(/ target (mean weight or mean percentage) with very low expected variance provided that 

all of Monsanto's manufacturing plants maintain and follow the same procedures; 

• e J£eseed mixing technology will be set to satisfy growers expectation of uniformi~y but 
Vome degree of clumping of refuge seed may be possible. BPPD does not expect clumping of 

refuge plants in the field to impact IRM for ECB and SWCB (see BPPD 2011) because of very 
little expected asymmetrical movement between the two plant types (B.t and non*Bt) for both 
species as supported by Onstad and Gould (1998); 

• Bt arui refuge seed will be colored differently when seed blends are mixed "in Monsanto owned 
mahufacturing plants. Monsanto is also encouraging its seed company licensees to color the Bt 

Vnd refuge seed differently. Coloring the two types of seed differently will provide an 
additional affirmation that the product is in fact a seed blend. It will also allow the 
applicant to more easily test for germination of refuge seed (to assure th'e 5% refuge is 
still guaranteed); · 

Monsanto has submitted additional information and a generic standard operating procedure to 
guarantee the same accuracy and quality assurance from independent seed dealers who are in 
charge of their own seed mixing process.Unfortunately, this information was very general and 

SmartStax® B:t. Corn Seed Blend 
Biopestlcides Registration Action Document 
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not specific enough for BPPD to ascertain that the target blend percentage will be assured in 
non*Monsanto facilities. · 'v~ \-0 
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;; · -;~-""' SmartS tax RIB 
t(>O •.. ··~ SCHNEIDER, RUSSELL P [AG/1920] 

~~- to: 
Mike Mendelsohn 
04/08/2011 01:59PM 
Show Details 

Page 1 of 1 

Only submissions made to EPA in support of the SmartStax RIB petition which were PR Notice 86-5 compliant 
and/or contained data are considered as Confidential Business Information by Monsanto. 

Dr. Russell P. Schneider 

Senior DireCJor, Regulatory Affairs and Policy 

Monsanto Company 
1300 I St., NW 
Suite 450 EasJ 

Washington, DC 20005 

202/383-2866 
This e-mail message may contain privileged and/or confidential 
information, and is intended to be received only by persons entitled 
to receive such information. If you have received this e-mail in 
error, please notify the sender immediately. Please delete it and 
all attachments from any servers, hard drives or any other media. 
Other use of this e-mail by you is strictly prohibited. 

All e-mails and attachments sent and received are subject to 
monitoring, reading and archival by Monsanto, including its 
subsidiaries. The recipient of t!+.is e-mail is solely. responsible for 
checking for the presence of 11 Viruses" or other 11 Malware 11

• 

Monsanto, along with its subsidiaries, accepts no liability for any 
damage caused by any such code transmitted by or accompanying 
this e-mail or any attachment. 

The information contained in this email may be subject to the export 
control laws and regulations of the United States, potentially 
including but not limited to the Export Administration Regulations 
(EAR) and sanctions regulations issued by the U.S. Department of 
Treasury, Office of Foreign Asset Controls {OFAC) . As a recipient of 
this information you are obligated to comply with all 
applicable U.S. export laws and regulations. 
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Please read instructions on reverse before completing form. Form Approved. OMB No. 2W0·0060. App1oval Expires 2-28-95 

~ Registration OPP Identifier 

&EPA 
United States Number 

Environmental Protection Agency Amendment 
Washinglon, DC 20460 D Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. P1oposed Classification 

File Symbol 524-X:XX Sheryl Reilly 

Company/Product (Name) PM# l6J None 0 Restricted 
MON 89034 x TC!507 x MON 88017 x DAS-59122-7 RIB Complete 92 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3{c)(3)(B)(i), my 

Monsanto Company product is similar or identical in composition and labeling to: 
800 North Lindbergh Blvd. EPA Reg. No. 
St. Louis, MO 63167 

Product Name 
0 Check if this is a new address 

Section -II 

D Amendment- Explain below. D Final printed labels In response to 
Agency letter dated 

D Resubmission in response to Agency letter dated D ''Me Too" Application. 

D Notification - Explain below. ~ Other - Explain below. 

Explanation: Use additional page(s} if necessary. (For Section I and Section II.) 
Application to Registerthe Plant-Incorporated Prolectant, Bocillus tlmringiensis Cry! A. 105, Cry2Ab2, CrytF, Cry3Bb t, Cry34Abt and Cry35Abl 
Proteins and the Genetic Materials (VectorsPV-ZMIR245, PHP8999, PV-ZMIR39, and PHPt7662) Necessary for their Production in MON 89034 x 
TC!507 x MON 88017 x DAS-59122-7, with an intersoersed in-field refuge confil?;1lration using a seed mixture. 

Section - Ill 
1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

0 Yes• DYes DYes 
0Metal 

0No ONo ONo 
0 Plastic 

0 Grass 
* Certification must If "Yes" No. per If "Yes" No. per 0 Paper 
be submitted Unit Packaging wgt. Container Packagewgt. Containe1 

0 Other 
(Specify) 

3. Location of Net Contenls Information 4. Size(s) Retail Container 5. Locafion of Label Direcfions 

0 Label 0 Container 0 On Label 
Various 0 On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product 0 Lithograph 0 Other 

0 Paper glued 

0 Stenciled 

Section -IV 
1. Contacl Point (Complete items direct/If betow for identification of individual Jo be contacted, if necessary, to orocess /his 8/J/:Jiication.) 

Name Title Telephone No. (Include Area 
Russell P. Schneider, Ph.D. Senior Director, Code) 

Regulatory Affairs and Policy (202) 383-2866 

Certification 6. Date Application 
t certify that the statements I have made on /his form and all attachmenls fherelo are true, accurate and comp/ele. 

Received I acknowledge thaf any knowingly false or misleading stat em en/ may be punishable by fine or imprisonment or 
both under applicable law. 

(Stamped} 

2.S7~ 3. Title 

Regulatory Affairs Manager 

4.~dName 5. Dale 

J. Austin Burns, Ph.D. TeL (314) 694-6514 April6, 2011 

.. 
EPA Form 8570-1 (Rev. 3-94) Previous ed1t1ons are obsolete. White· EPA F1le Copy(onglnal) Yellow Applicant Copy 

Monsanto Company 07-CR-192E-2 
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&EPA UNIT l STATES ENVIRONMENTAL PR' '}:CTION AGENCY 
401 M Street. S. W. 

WASHINGTON. D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours 
per response for registration and 0.25 hours per response for reregistration and special review activities, including time for reading the 

instructions and completing the necessary forms. Send conunents regarding burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to Director, OPPE Information Management Division (2137). U.S. 
Environmental Protection Agency, 401 M Street, S.W., Washington DC, 20460. Do not send the completed form to this address. 

Certification with Respect to Citation of Data 
Applicanl's/Regislranl's Name, Address, and Telephone Number: EPA Registration Number I File Symbol: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 
(314) 694-6514 

524-XXX 

Active lngredlenl(s) andlor representative lest compound(s): Date: 
Bacillus rlmringiensis CzyiA.IOS, Cry2Ab2, Cry IF, Czy3Bbl, Cry34Abl and Cry35Abt Proteins and the 

April 6, 20 11 Genetic Materials (Vectors PV-ZMIR24S, PHP8999, PV ·ZMIR39, and PHP t7662) Necessary for their 
Production inMON 89034 x TCIS07 x MON 88017 x DAS-59122·7 

General Use Patlern(s) (list all those claimed for this product using 40 CFR Part 158: Product Name: 

Terrestrial field crop MON 89034 X TC1507 X MON 88017 X 

DAS-59122-7 RIB Complete 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not 
need lo submlllhis form. You must submillhe Formulator's Exemption Statement_{EPA Form 8570·27). 

0 I am responding to a Data-Call-in Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form 
should be used for this purpose). 

Section 1: METHOD OF DATA SUPPORT (Check one method only} 

I am using lhe cite-all method of support, and have included with I am using the selective method of support (or cite-all option under 

0 this form a list of companies sent offers of compensation (the rZ1 the selective method), and have Included with this form a 
Data Matrix Form should be used for this purpose). completed list of data requirements (the Data Matrix form must be 

used}. 

Section II: GENERAL OFFER TO PAY 

0 (Required if using lhe cite-all method or when using lhe cite-all option under lhe selective method to satisfy one or more data requirements) 

I hereby offer and agree lo pay compensation, lo 91her persons, with regard to the approval of this application. to the extent required by FIFRA. 

Section Ill: CERTIFICATION 
I certify that this application tor registration, this form for reregistration, or this Data .Call-In response is supported by all data submitted or cited in 

the application for registration. the form for registration, or the Data-Call-In response. In addition, if the cite-all option or cile-all option under the seleCtive 
method is indicated in Section 1, this application is supported by all data in the Agency's files thai (1) concern the properties or effects of I his product or 
an identical or substantially similar product. one or more of lhe ingredients in this product; and (2) is a type of data that would be required to be submitted 
under the data requirements in effect on the dale of approval of this application if lhe application sought the tnilial registration of a product of Identical or 
similar composition and uses. 

I certify thai for each exdusive use study cited in support of this registration or reregistration. that I am the orig·,nal data submiller or !hall have obtained 
the wrillen permission of the original data submiller to cite that study.· 

I certify that for each study cited in support of this registration or reregistration thai is not an exclusive use study, either: (a) I am the original data 
submiller; (b) I have obtained the permission of the original data submiller to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study is in lhe public literature; (e) I have notified in writing lhe company that submitted the study and 
have offered (i) to pay compensation lo the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA: and (il) to commence negotiations to 
determine I he amount and terms of compensation, il any, to be paid for the use of the study. 

' . 
I certify that in all instances ~Mlere an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 

accordance with sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should I fail to produce 
such evidence to the Agency upon request, I understand thallhe Age~cy may initiate action lo deny, cancel or suspend the registration of my product in 
conformity with FIFRA. 

I certify that the statements I have made on this form and all attachments to it are true, accurate, and complete. I acknowledge thai any 
knowingly false of misleading statement may be punishable by fine or Imprisonment of both under the applicable law. 

s;,::~~ Dale Typed or Printed Name and Tille 

April6, 2011 J. Austin Bums 
Regulatory Affairs Man(!ger 

E~orm 8570·34 9·97 Electronic and Pa er Versions available. Submit onl Pa er version. p y p 
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&EPA 
Form Approved OMB No. 2070·0060 : 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY I 

401 M Street, S.W. 
Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for lhis collection of informalion is estlmaled lo average 0.25 hours per response for registration aclivilies and 0.25 hours per 
response for reregistralion and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
olher aspecl of lhls colfeclion of lnfonnalion.lncluding suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), u.s. Environmental Protection Agency, 
401 M Street. S.W .• Washington, DC 20460. Do not send !he form to this address. 

DATA MATRIX 
Date: April 6, 2011 EPA Reg. No./Aie Symbol: 524-XXX I Page I of 57 

Applicant's/Regislrant's Name & Address: Product: MON 89034 X TCIS07 X 

Monsanto Company, 800 N. Lindbergh Blvd., Sl. Louis, MO 63167 MON 88017 x DAS-S9122-7 RIB Complete 

Ingredient Bacillus tluwingie11sfs Cry I A. I OS, Cry2Ab2, Cryl F, Cry38b I, Cry34/3SAb 1 Proteins and the Genetic Materials (Vectors PV -ZMIR24S, PHP8999, PV -ZMIR39, and 
PHP17662) Necessary for their Production in MON 89034 x TCIS07 x MON 88017 x DAS-S9122-7 (OECD Unique Identifier: MON-89034-3 x DAS-01S07-l x MON-88017-3 x 

DAS-S9122-7l 
Guideline Reference Number Guideline Sludy_ Name MRIO Number Submitter Status Note 

Administrative Materials for the Application to 

Register tile Plant-Incorporated Protct:tant, Baci/111S 
rflurillgiellsis Cry I A. I OS, Cry2Ab2, Cry! F, 
Cry3Bbl, Cry34Abl, and Cry3SAbl Proteins and 
the Genetic Materials (Vectors PV-ZMIR24S, 
PHP8999, PV-ZMIR39, and PHP17662) Necessary 
for their Produc.tion in MON 89034 x TCJS07 x : 
MON 88017 x DAS-S9122-7, With an Interspersed 
In-Field Refuge Configuration Using a Seed Administrative 

NA Mixture Monsanto Company OWN 1l1is Application 

Five Percent Seed Mix Refuge as rut Insect 
Resistance Management Option for MON 89034 x Supporting Data 

NA TCIS07 X MON 88017 X DAS-S9122-7 Monsanto Company OWN This Application 

The Benefits of a 5% Interspersed In-field Refuge Benefits 
NA Option for SmartStaxTM Com Monsanto Company OWN This Application 

Signat::-1- Name and Title Date 
_c~·- J. Austin Bums, Ph.D. April 6, 20 11 

Regulatory Affairs Manager 
-·- - -- ; ......... _. -· ·- .. . . - . .. . - . •----• ... 

Copy 

Monsanto Company 07-CR-192E-2 Page 1 of2 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washin~ton. D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for !his colleclion of information Is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden eslimate or any 
other aspect of this collection of information. including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 

the 

(9·97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company 07-CR-192E-2 Poge2 of2 

OWN 

OWN 

OWN 

OWN 
Date 
Apri16, 2011 

Administrative 

Product 
Cl.mractcri:zalion 

Product 
Characterization 

Product 
Characterization 

Public File Copy 
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Revised GENSS RIB Complete ~..,,A label~ revision 

{ . :-·)< Revised GENSS RIB Complete EPA label- revision 
~/·: ..... lf· ,:, B~RNS , J AUSTIN [AG/1000] 
\:.· .. · to 
·~~<: ~ :' M.ike Mendelsolm 

04/06/2011 06:08PM 
Cc: 
"SCHNEIDER, RUSSELL P (AG/1920]" 
Show Details 

1 Attachment 
~~... 

i~: 

Revised GENSS RIB Complete label 4-6-20 I I v2.pdf 

«Revised GENSS RIB Complete label4-6-2011 v2.pdf» 

Page 1 of2 

Mr. Mendelsohn. I am attaching a second version of the revised GENSS RIB Complete label 
with more consistent product naming throughout the document I apologize for any 
inconvenience. Please refer to this version 2, and ignore the earlier version in my email from 
2:08PM. 

As mentioned in my previous note, Monsanto utilizes an IRM/Grower guide, in addition to the 
bag~tag, that growers refer to for IRM instructions and conditions. Language requirements for 
both the bag/bag~tag and the IRM/Grower Guide are addressed in this revised label. In 
particular, the details of refuge requirements per states/counties are addressed in the Grower 
Guide. Our preference is to maintain this format (the bag-tags provide basic information and 
refer to the greater details in the grower guide). This provides a consistent location for 
guidance to growers across our Bt products, and works within the inherent sp_ace limitations on 
the bag-tags. Some differences in communication tools exist between Bt corn technology 
providers who may not utilize Grower Guides, and thus would need to include all the specific 
state/county information using very small font on the bag~tags. Monsanto prefers flexibility in 
our approach as this provides the most clarity to growers. 

I hope this proposed approach between the bag/tag and the IRM/Grower Guide will satisfy 
your needs, ·and we provide language for both documents (bag/bag-tags and the IRM/Grow 
Guide) in the attached draft label. If this proposal is still a concern, I hope this format will be 
possible for the projected 2011 season (bag tags already printed), and if more significant 
changes are needed to the bag~ tag, those could be made for the 2012 season. 

Regards, 

Regards, 

Austin Burns, Monsanto 

314~694~6514 

270 
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Revised GENSS RIB Complet~.EP A label - revision 
) 

From: BURNS, J AUSTIN [AG/1000] 
Sent: Wednesday, April 06, 2011 2:08PM 
To: 'mendelsohn.mike@epa.gov' 
Cc: SCHNEIDER, RUSSELL P [AG/1920] 
Subject: Revised GENSS RIB Complete EPA label and Forms 
Importance: High 

Page 2 of2 

Mr. Mendelsohn, please see the revised draft EPA label and application forms to reflect the 
changes you requested this morning. Please note, a portion of this label lists required 
language for the [Bag or Bag-Tag], and a second portion of the label refers to language to be 
included in the [IRM/Grower Guide]. Because the IRM/Grower Guide will contain many details 
for geographical IRM conditions, lists of states & county details, as well as a map and other 
graphical depictions, that document is the key piece information growers obtain such 
information. I hope this proposed approach between the bag/tag and the IRM/Grower Guide 
will satisfy your needs, and/or will be possible for the projected 2011 season (tags already 
printed), and more significant changes to the tag if necessary could be made for the 2012 
season. Please don't hesitate to call if we should discuss further: 

Regards, 

Austin Burns, Monsanto 

314-694-6514 

This e-mail message may contain privileged and/or confidential 
information, and is intended to be received only by persons entitled 
to receive such information. If you have received this e-mail in 
error, please notify the sender immediately .. Please delete it and 
all attachments from· any servers', hard drives or any other media. 
Other use of this e-mai 1 by you· is strictly prohibited; 

·All e-mails and attachments sent ·and received are subject to 
monitoring, reading and archival by Monsanto, including its 
subsidiaries. The recipient of this e-mail is solely responsible for 
checking for the presence of 11 Viruses" or other "Malware". 
Monsanto, along with its subsidiaries, accepts no liability for any 
damage caused by any such code transmitted by or accompanying 
this e-mail or any attachment. 

The information contained in this email may be subject to the export 
control laws and regulations of the United States, potentially 
including but not limited to the Export Administration Regulations 
{EAR} and sanctions regulations issued by the U.S. Department of 
Treasury, Office of Foreign Asset Controls {OFAC}. As a recipient of 
this information you are obligated. to comply with all 
applicable U.S. export laws and regulations. 
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oEPA UNITED STATES ENVIRONMENTAL PROrECTJON AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours 
per response for registration and 0.25 hours per response for reregistration and special review activities, including time for reading the 
instructions and completing the necessary forms. Seod commeots regarding burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burdeo to Director, OPPE Infonnation Management Division (2137), U.S. 
Environmeotal Protection Agency, 40 I M Street, S. W., Washington DC, 20460. Do not send the completed form to this address. 

Certification with Respect to Citation of Data 
Applicant's/Registrant's Name. Address, and Telephone Number: EPA Registration Number I File Symbol: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524-XXX 
(314) 694-6514 

Active lngredlent(s) and/or representative test compound(s): Date: 
Bacillus rllurlngltn.sis CTYIA.t05, CI}'2Ab2, Cry IF, CTY3Bbt, Cry34Abt and Cty3SAbt Proteins and the 

April6, 2011 Genelic Materials (Veelors PV-ZMIR24S, PHP8999, PV-ZMIR.39, and PHPt7662} Ne(:essaty for their 
Production in MON 89034 x TCtS07 x MON 880f7 x DAS-59122·7 

General Use Pattem(s) (list all those claimed for this product using 40 CFR Part 158: Product Name: 

Terrestrial field crop MON 89034 X TC1S07 X MON88017 X 

DAS-59122--7 RlB Complete 

NOTE: If your product Is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not 
need to submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570·27). 

D I am responding to a Data-call-in Notice. and have included with this form a list of companies sent offers of compensation (the Data Matrix form 
should be use<! for this purpose). 

Section 1: METHOD OF DATA SUPPORT (Check one method only) 

I am using the cite-ail method of support, and have included with I am using the selective method of support (or clle-all option under 

D this form a list of companies sent offers of compensation (the ~ the selective method), and have Included with this form a 
Data Matrix Form should be used for this purpose). completed list of data requirements (the Data Matrix form must be 

used). 

Section II: GENERAL OFFER'TO PAY 

D [Required if using the cite-ail method or when using the cite-aD option under the selective method to satisfy one or more data requirements} 
I hereby offer and agree to pay compl'!nsatlon. to other persons, with regard to the approval of this application. to the extent required by FIFRA. 

Section JJJ: CERTIFICATION 
I certify that this application for registration, this form for reregistration, or this Data-Call-In response Is supported by ail data submitted or cited In 

the application for registration. the form for registration, or the Da!a·Cali·ln response. In addition, If the clte·all option or cite-ail. option under the selective 
method is indicate<! in Section t, this application is supported by all data in the Agency's files that ( 1) concern the properties or effects of this product or 
an identical or substantially similar product, one or more of the Ingredients in this product; and (2} is a type of data that would be required to be submitted 
under the data requirements in effect on the date of approval of this application If the application sought the Initial registration of a product of Identical or 
similar composition and uses. 

I certify that for each exclusive use study cited In support of this registration or reregistration, that I am the original data submitter or that I have obtained 
the written permission of the original data submitter to cite that study •. 

1 certify that for each study cited In support of this registration or reregistration that is not an exclusive use study, either: (a} l am the original data 
submitter; (b) I have obtained the permission of the original data submitter to use the study In support of this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study Is in the public literature; (e) l have notlfled In wrlllng the company that submitted the study and 
have offered (i) to pay compensation to the extent required by sections 3(c}(1)(F) and/or 3(c)(2}(B) of FiFRA; and (ii} to commence negotiations to 
determine the amount and terms of compensation, if any, to be paid for the use of the study. 

I certify that In ali instances where an offer of compensation Is required, copies of all offers to pay compensation and evidence of their delivery In 
accordance with sections 3(c)(1)(F} and/or 3(c)(2)(B} of FIFRA are available and Will be submitted to the Agency upon request. Should I fail to produce 
such evidence to the Agency upon request. l understand that the Agency may Initiate action to deny, cancel or suspend the registration of my product in 
conformity with FiFRA. 
I certify that the statements I have made on this form and all aHachments to It are true, accurate, and complete. I acknowiedgo that any 

knowingly false of misleading statement may be punishable by fine or Imprisonment of both under the applicable law • 

.,, ........ I Date Typed or Printed Name and Title 

~~~ April6, 2011 J. Austin Bums 
Regulatory Affairs Manager 

EAAForm 8570-34 (9~97) Electronic and Pa er Versions available. Submit ont Paper version. p y 
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I 

Please read Instructions on reverse before completing form. Form Approved. OMS No. 2070·0060. Approval Expires 2·28-95 

~ Registration OPP identifier 

oEPA 
United States 

0 Nvmber 
Environmental Protection Agency Amendment 

Washington, DC 20460 D Other 

Application for Pesticide- Section I 
t. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

File S)'!llbol 524-XX..,"\ Sheryl Reilly 

Company/Product (Name) PM# ~ None 0 Restricted 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 RIB Complete 92 

5. Name and Address. of Applicant (Include ZiP Code) 6. Expedited Review. In accordance with FI~RA Section 3(c)(3)(B)(I), my 

Monsanto Company product Is similar or identical in composiUon and labeling to: 
800 North Lindbergh Blvd. EPA Reg. No. 

St. Louis, MO 63167 
Product Name 0 Check if this is a new add1ess 

Section- II 

D Amendment - Explain below. D Final printed labels in response to 
Agency letter dated 

D Resubmlsslon In response lo Agency letter dated 0 "Me Tor! Application. 

D NoUficatron - Explain below. ~ Other - Explain below. 

Explanation: Use additional page(s) if necessary. (For Seclion I and Section II.) 
Applicarion to Register the Plant-Incorporated Protectant, Bacillus rhun·ngiensis Cry! A. lOS, Cry2Ab2, Cry IF, Cry3Bb I, Cry34Ab I and Cry35Abl 
Proteins and the Genetic Materials (V~tors PV-ZMtR245, PHP8999, PV-ZMIR39, and PHP t7662) Necessary for their Producrion in MON 89034 x 
TCI 507 x MON 88017 x DAS-59122-7, with an interspersed in-field refuge configuration usinga seed mixture. 

Section - JJJ 
t. Material This Product Will Be Packaged In: 

ChDd-Resistant Packaging . Unil Packaging Water Soluble Packaging 2. Type of Container 

0 Yes• Oves Oves 
0 Metal 

0No 0No 0No 
0 Plastic .. 0 Glass 

"Certificatfon must ll"Yes" No. per. lf"Yes" No. per 0 Paper 
be submitted Unit Packaging wgt Container Pacl<age wgl. Container 0 OtheJ 

(Specify) 

3. Location of Net Contenls lnfonnation 4. Size(s) Retail Container 5. Localion of Label Directions 

0 Label 0 Container 0 On Label 
Various 0 On Labeling accompanying product 

6. Manner in Which tabells Affixed to Product D Lithograph 0 Other 

D Paper glued 

D Stenciled 

Section -IV 
t. Contact Point (Complete ilems direcUy below for idenlificallon of individual to be conlacled, if necessa!Y, to process lhls aoDIIcallon.)_ 

Name Title Telephone No. (Include Area . 
Russell P. Schneider, Ph.D. Senior Director, Code) 

Regulatory Affairs and Pol icy (202) 383-2866 
Certification 6. Date Application 

l certify lhallhe slatemenlsl have made on this form and eU attachments thereto are lllJe, accvrale and complete. Received l acknowledge thai any knowingly false or misleading slelemenl may be punishable by fine or Imprisonment or 
both under applicable law. 

(Stamped) 

2-::y~ 3. Title 
Regulatory Affairs Manager 

4.~edName 5. Date 

J. Austin Burns, Ph.D. Tel. (314) 694-6514 April 6, 2011 

EPA Form 8570·1 (Rev. 3·94) PreVIous ed1tlons are obsolete. White· EPA File Copy(orlglnal) Yellow Applicant Copy 

Monsanto Company 07-CR-192E-2 

273 



oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collecllon of intormation is estimated lo average 0.25 hours per response for registration aclillitles and 0.25 hours per 
response for reregistration and special review actillities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of fhls collection of information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), u.s. Environmental Protection Agency, 
401 M Stteet. S.W .. Washlnllton, DC 20460. Do not send the form to this address. I 

DATA MATRIX 
Date: April 6, 20 ll EPA Reg. NoJFlle Symbol: 524-X:XX I Page l of S7 

Applicant's/Regis!rant's Name & Address: Product: MON 89034 X TC1507 X 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 MON 88017 x DAS-59122-7 RJB CompJete 

Ingredient Bacillus tl111ringiensis CrylA.I05, Cry2Ab2, Cry IF, Cry3Bbl, Cry34/35Abt Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and 
PHP17662) Necessary for their Production in MON 89034 x TCI507 x MON 880t7 x DAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-01507-t x MON-880t7-3 x 
DAS-59122-7) 
Guideline Reference Number Guideline Study Name MRIDNumber Submitter Status Note 

Administrative Materials for the Application to 
~-

Register the Plant-Incorporated Protectant, Bacillus 
rllllringlensis Cry I A.105, Cry2Ab2, Cryt F, 
Cry3Bbt, Cry34Abl, and Cry35Abl Proteins and. 
the Genetic Materials (Vectors PV-ZMIR245, 
PHP8999, PV-ZMIR39, and PHPt7662) Necessary 
for their Production in MON 89034 x TCIS07. x 
MON 88017 x DAS-59122-7, With an Interspersed 
In-Field Refuge Configuration Using a Seed Administrative 

NA Mixture Monsanto Company OWN This APPlication 

Five Percent Seed Mix Refuge as an Insect 
Resistance M;magement Option for MON 89034 x Supporting Data 

NA TCI507 x MON 88017 x DAS-59122-7 Monsanto Company OWN This Application 

The Benefits of a 5% Interspersed In-field Refuge Benefits 
NA Qrl_tion for SmartStaxTM Corn Monsanto Company OWN This AQQlication 

--~ 

Sig...ruer-1- Name and Title Date 

- c:/(/1/' -· J. Austin Bums, Ph.D. April 6, 20 ll 
Regulatory Affairs Manager 

--·- ,..---~~-A-l.-.1--•---- •-- ...1-------··~ & .... __ ....... !1-.LI.- ~·-'--~&-. .... k.n-.-.................. :---. A-.r~~t.n.-.u fnfarn"lf f t~o 

Copy 

Monsanto Company 07-CR-l92E-2 Page 1 of2 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WashinQton. D.C. 20460 

Fonn Approved No. 2070.0060 

Paperwork Reduction Act Notice: The public reporting burden for this collecUon of Information Is estimated to average 0.25 hours per response for regfstralion activities and 0.25 hours per 
response for reregistration and special review activiUes,lncludlng time for reading the fnstrucffons and compte ling the necessary forms. Send commenls regarding the burden estimate or any 
other asoect of this coffecuon of information. including suggesUons for reducing the burden to: Director, OPPE Information Management Division (2137}. U.S. Environmental ProtecUon Agency, 

\At.,4">l..;nnf"""'t'1 

Monsanto 

(9-g7) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company 07-CR-192E-2 Page2 of2 

Date 
April 6, 2011 

Product 
Characterization 

Product 
Characterizalion 

Product 
Characterization 

Public File Copy 
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Revised GENSS RIB Complete EPA label and Forms 
BURNS, J AUSTIN [AG/1000} 
to: 
Mike Mendelsohn 
04/06/2011 03:08PM 
Cc: 
"SCHNEIDER, RUSSELL P [AG/1920]" 
Show Details 

2 Attachments 

) 
Page 1 of 1 

Revised GENSS RIB Complete EPA forms 4-6-20li.PDF Revised GENSS RIB Complete EPA label4-6-20ll.pdf 

Mr. Mendelsohn, please see the revised draft EPA label and application forms to reflect the changes you 
requested this morning. Please note, a portion of this label lists required language for the [Bag or Bag-Tag[. 
and a second portion of the label refers to language to be included in the [IRM/Grower Guide]. Because the 
lRM/Grower Guide will contain many details for geographicallRM conditions, lists of states & county details, 
as well as a map and other graphical depictions, that document is the key piece information growers obtain 
such information. I hope this proposed approach between the bag/tag and the lRM/Grower Guide will satisfy 
your needs, and/or will be possible for the projected 2011 season (tags already printed), and more significant 
changes to the tag if necessary could be made for the 2012 season. Please don't hesitate to call if we should 
discuss further: 

Regards, 
Ausfu"i Burns, Monsanto 
314-694-6514 

This e-mail message may contain privileged and/or confidential 
information, and is intended to be received only by persons entitled 
to receive such information. If you have received this e-mail in error, 
please notify the sender immediately. Please delete it and 
.all attachments from any servers, hard drives or any other media. Other 
use of this e-mail by you is strictly prohibited. 

All e-mails and attachments sent and received are subject to monitoring, 
reading and archival by Monsanto, including its 
subsidiaries. The recipient of this e-mail is solely responsible for 
checking for the presence of "Viruses" or other 11 Malware". 
Monsanto, along with its subsidiaries, accepts no liability for any damage 
caused by any such code transmitted by or accompanying 
this e-mail or any attachment. 

The information contained in this email may be subject to the export 
control laws and regulations of the United States, potentially 
including but not limited to the Export Administration Regulations (EAR) 
and sanctions regulations issued by the U.S. Department of 
Treasury/ Office of Foreign Asset Controls (OFAC). As a recipient of this 
information you are obligated to comply \>lith all 
applicable U.S. export la\>TS and regulations. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

March 29, 2011 
OFFICE OF 

PREVENTION, PESTICIDES Ao'lD 
TOXIC SUBSTA.o'lCES 

RUSSELL P. SCHNEIDER 
MONSANTO COMPANY 
MONSANTO COMPANY 
1300 I STREET, NW, SUITE 450 EAST 
WASHINGTON, DC 20005-

Report of Analysis for Compliance with PR Notice 86-5 

Thank you for your submittal of22-MAR-ll. Our staff has completed a preliminary 
analysis of the material. The results are provided as follows: 

We are unable to accept your data submittal for further processing and review, because of 
the significant deficiencies noted below. It is being returned to you for correction. If deficiencies 
were found which apply to your overall submission, they are described immediately following 
this paragraph. If problems are found with individual studes, they are described below linked to 
the study identifier found on the enclosed copy of your bibliography. 

Rejected Study [01]: 
* Judging from the pagination of the study, pages 36-38 were omitted from the 

submitted copy. 
* Your Statement of No Data Confidentiality Claims is contradicted by the markings on 

pages 1-35 of the study. If you do not intend to make Supplemental Claims of Data 
Confidentiality you can explicitly override these markings when you resubmit this study. 
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March 21, 2011 

Document Processing Desk 

MONSANTO 
imt71~iine 

Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

8oo N. liNOSERGH BLvo. 
ST.lOUIS, MISSOURI 61167 
http:/ /www.monsanto.com 

Attn: Dr. Sheryl Reilly, Branch Chiet~ Microbial Pesticides Branch, Biopesticide and 
Pollution Prevention Division (7511P) 

Subject: Monsanto and Monsanto Licensee SmartStax® RIB Manufacturing Standard 
Operating Procedures; EPA File Symbol 524-LOL 

Dear Dr. Reilly: 

Pursuant to the SmartStax® RIB registration request currently pending with the Agency, 
Monsanto hereby submits manufacturing information pertinent to both Monsanto (DeKalb) and a 
Monsanto licensee (Wyffels). Accompanying this letter are four manufacturing Standard 
Operating Procedures (SOPs) for your review. These SOPs describe the blending process for a 
seed mix of95% SmartStax (MON 89034 x TC1507 x MON 88017 x DAS-59122-7) with 5% 
non-Bt seed. 

The documents accompanying this letter have been classified "N) or "B", as defined by the 
Agency: 

• Category "A": Materials that can be released to anyone, regardless of affiliation to a 
foreign or multi-national pesticide producer. 

• Category "B": Information can be released only to individuals that attest the~' are 'lOt 
employees or agents of a foreign or multi-national pesticide producer, as per FIF RA 
Section 1 O(g). 

Monsanto Company 07-CR-192E-E3 Page 1 of2 
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Documents accompanying this letter: 

Document Cate~ory 

Cover letter A 

Transmittal document A 

Administrative Materials for Monsanto 
and Monsanto Licensee SmartStax® RIB 

A 
Manufacturing Standard Operating 
Procedures 

Monsanto and Monsanto Licensee 
SmartStax® RIB Manufacturing B 
Standard Operating Procedures 

If you have any questions regarding this submission, please do not hesitate to contact Dr. Russell 
P. Schneider at 202-383~2866 or myself at 314-694-6425. 

Sincerely, 

Jeffrey T. Bookout, M.S. 
Regulatory Affairs Manager, Monsanto Comp~ny 

cc: Mr. Mike Mendelsohn, EPA BPPD 
Dr. Alan Reynolds, EPA BPPD 
Dr. Russell P. Schneider, Monsanto Company 
Mr. Daniel J. Jenkins, Monsanto Company 

Monsanto Company 07 -CR -192E-E3 Page2 of2 
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MONSANTO~-
TRANSlVIITTAL DOCUMENT 

SUBMITTED BY 

Monsanto Company 
800 N. Lindbergh Blvd. 

St. Louis, MO 63167 

REGULATORY ACTION IN SUPPORT OF WHICH 
THIS DOCUMENT IS SUBMITTED 

Monsanto and Monsanto Licensee SmartS tax® RIB Manufacturing Standard Operating 
Procedures 

EPA File Symbol 524-LOL 

TRANSMITTAL DATE 

March 21,2011 

MONSANTO REFERENCE No. 

07 -CR -192E-E3 

Monsanto Company 07 -CR-192E-E3 Page 1 of2 
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LIST OF SUBMITTED DOCUMENTS 

Administrative Materials 

Administrative Materials for Monsanto and Monsanto Licensee SmartS tax® RIB Manufacturing 
Standard Operating Procedures 

MRID Number A;,..,.,,, . -·r7-~ ~~ 

Additional Information 

Monsanto and Monsanto Licensee SmartStax® RIB Manufacturing Standard Operating 
Procedures 

MRID Number Reject (01) 
--~-------------------------

Company Official: 

Company Name: Monsarito Company 

Company Contact: Russell P. Schneider, Ph.D. 

Monsanto Company 

Senior Director, Regulatory Affairs and Policy 
Washington D.C. 
(202) 383-2866 

07-CR-192E-E3 

3--2(-1/ 
Date 

Page 2 of2 
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March 21, 2011 

Document Processing Desk 

MONSANTO 
imagine 

Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900. One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

) 

MONSANTO COMPANY 

8oo N. L1t1DBERGH BLVD. 

ST. lOUIS, MISSOURI 63167 
http:/ jwww.monsanto.com 

Attn: Dr. Sheryl Reilly, Branch Chief, Microbial Pesticides Branch, Biopesticide and 
Pollution Prevention Division (7511 P) 

Subject: Monsanto and Monsanto Licensee SmartStax® RIB Manufacturing Standard 
Operating Procedures; EPA File Symbol 524-LOL 

Dear Dr. Reilly: 

Pursuant to the SmartStax® RIB registration request currently pending with the Agency, 
Monsanto hereby submits manufacturing information pertinenfto both Monsanto (DeKalb) and a 
Monsanto licensee (Wyffels). Accompanying this letter are four manufacturing Standard 
Operating Procedures (SOPs) for your review. These SOPs describe the blending process for a 
seed mix of95% SmartStax (MON 89034 x TC1507 x MON 88017 x DAS-59122-7) with 5% 
non-Bt seed. 

The documents accompanying this letter have been classified "A" or "8", as defined by the 
Agency: 

• Category "A": Materials that can be released to anyone, regardless of affiliation to a 

• 

foreign or multi-national pesticide producer. , , , , 
> > .) > 

Category "B": Information can be released only to individuals that attest they'ar..e not 
employees or agents of a foreign or multi-national pesticide producer, as per ·FJFRA 
Section 1 O(g). » , 

, > > 
' ' , ~.,,, .. , , 
' ' ' ~ ' > 
J ... ~ ) , , 

) ) , ) ) 

. ' 
I I) J I, 
' 
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Documents accompanying this letter: 

Document Category 
Cover letter A 
Transmittal document A 

Administrative Materials for Monsanto 
and Monsanto Licensee SmartStax® RIB 

A Manufacturing Standard Operating 
Procedures 

Monsanto and Monsanto Licensee 
SmartStax® RIB Manufacturing B 
Standard Operating Procedures 

If you have any questions regarding this submission, please do not hesitate to contact Dr. Russell 
P. Schneider at 202-383-2866 or myself at 314-694-6425. 

Sincerely, 

Jeffrey T. Bookout, M.S. 
Regulatory Affairs Manager, Monsanto Company 

cc: Mr. Mike Mendelsohn, EPA BPPD 
Dr. Alan Reynolds, EPA BPPD 
Dr. Russell P. Schneider, Monsanto Company 
Mr. Daniel J. Jenkins, Monsanto Company 

Monsanto Company 07-CR-192E-E3 
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MONSANTO~-
TRANSMITTAL DOCUMENT 

SUBlVllTTED BY 

Monsanto Company 
800 N. Lindbergh Blvd. 

St. Louis, MO 63167 

REGULATORY ACTION IN SUPPORT OF WHICH 
THIS DOCUMENT IS SUBMITTED 

Monsanto and Monsanto Licensee SmartStax® RIB Manufacturing Standard Operating 
Procedures 

EPA File Symbol 524-LOL 

TRANSMITTAL DATE 

March 21,2011 

MONSANTO REFERENCE No. 

07 -CR-192E-E3 

Monsanto Company 
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LIST OF SUBMITTED DOCUMENTS 

Administrative Materials 

Administrative Materials for Monsanto and Monsanto Licensee SmartS tax® RIB Manufacturing 
Standard Operating Procedures 

Additional Information 

Monsanto and Monsanto Licensee SmartS tax® RIB Manufacturing Standard Operating 
Procedures 

MRID Number Reject <01) -----------------------------

Company Official: 

Company N arne: Monsanto Company 

Company Contact: Russell P. Sclmeider, Ph.D. 

Monsanto Company 

Senior Director, Regulatory Affairs and Policy 
Washington D.C. 
(202) 383-2866 

07 -CR ~ 192E-E3 

3--21-1! 
Date 

Page 2 of2 
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MONSANTO 

Moillsanto and Monsanto Licensee SmartStax® RIB Manufacturing Standard 
Operating Procedures 

SmartStax® 
EPA File Symboi524-LOL 
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) ) D Registration OPP ldenlifier 
United States Number 

Environmental Protection Agency D Amendment 
Washington, DC 20460 

~ Other 

'\ 
Application for Pesticide - Section I 

J Company/Ptoduct Number 2. EPA Product Manager 3. Proposed Classification 

EPA File Symbol524-LOL Sheryl Reilly 

CompanyiProducl (Name) PM# fSJ None 0 Restricted 
MON 89034 X TC1507 X MON 88017 X DAS-59122-7 92 

5. Name and Address of Applicant {Include ZIP Code) 6. Expedited Review. In accordance wilh FIFRA Section 3(c}(3)(B}(i), 

Monsanto Company my product is similar or identical in composition and labeling to: 

800 N. Lindbergh Blvd. EPA Reg. No. 

St. Louis, MO 63167 
Product Name 0 Check if this is a new address 

Section -II 

D Amendment- Explain below. D Final printed labels in response to 
Agency letter dated 

D Resubmission in response to Agency letter dated D "Me Too" Application. 

D Notification - Explain below. ~ Other - Explain below. 

Explanation : Use additional page(s) if necessary. {For Section I and Section II.) 

Monsanto and Monsanto Licensee SmartStax® RIB Manufacturing Standard Operating Procedures 

Section - Ill 
1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

D Yes• DYes DYes 
0 Metal 

DNo ONo ONo 
0 Plastic 

0 Glass I 
Certification must If "Yes~ No. per . If "Yes" No. per 0 Paper 

be submitted Unit Packaging Container Packagewgt. Container 0 Other wgt. 
(Specifvl 

3. Location of Net Contents lnfonnation 4. Size(s} Retail Container 5. location of label Directions 

0 Label 0 Container 0 On label 

0 On Labeling accompanying product 

6. Manner in Which l abel is Affixed to Product 0 Lithograph TI Other 

0 Paper glued 

0 Stenciled 

Section -IV 
1. Contact Point (Complete items direcl/y betow for Identification of individual to be contacted, if necessary, to orocess /his aoollcation.) 

Name Title Telephone No. (Include Area 

Dr. Russell P. Schneider Senior Director, Regulatory Affairs and Coda) 

Policy (202) 383-2866 

Certification 6. Dale Application 
I certify that the statements I have made on this form and all attachments thereto are troe, accurate and complete. 

Received I acknowledge that any knowingly false or misleading statement may be punishable by fine or impn·sonment or 
both under eppUcable taw. 

(Stamped) 
2. Signature ~ 3. Title 

Y~:P :;r ~r.L. Regulatory Affairs Manager 

4. 'Tyrfi?!B ~"{arne 5. Oate 

Jeffrey T. Bookout Tel. (314) 694-6425 March 21, 2011 
Please read lnstructtons on reverse before completing form. Form Approved. OMB No. 2070-0060. App1oval Exptres 2·28-95 
EPA Form 8570·1 (Rev. 3-94} P revlous editions are obsolete. White - EPA File Copy (original} Yellow -Applicant Copy 

Monsanto Company 07·CR-192E-E3 Page 2 of5 
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) 

oE UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

.! WASHINGTON, D.C. 20460 

Paperworlc Reduction Act Notice: The public reporting burden for this collection of informalion is estimated to average 1.25 hours per response for 
registration and 0.25 hours per response for reregistration and special review activities, including lime for reading the instructions and completing the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the 
burden to Director, OPPE Information Management Division (2 t37), U.S. Environmental Protection Agency, 40 t M Street, S.W., Washington DC, 20460. 
Do not send the completed form to this address. 

Certification with Respect to Citation of Data 

Appllcanrs/Registrant's Name, Address, and Telephone Number: (314) 694-6425 EPA Registration Number I File Symbol: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524-LOL 
Active lngredient(s) and/or representative test compound(s): Bacillus thuringrensrs Cryl A. lOS, Date: 

Cry2Ab2, Cry IF, Cry3Bbl, Cry34/35Ab I Proteins and the Genetic Materials (Vectors PV • 
March 21, 20 11 ZMIR245, PHP8999, PV-ZMIR39, and PHPI7662) Necessary for their Production in 

MON 89034 X TCI507 X MON 88017 X DAS-59122-7 

General Use Pattem(s) (list all those claimed for this product using 40 CFR Part 158: Product Name: MON 89034 x TCI507 x 

Terrestrial field crop MON 88017 X DAS-59122-7 

NOTE: If your product is a tOO% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not 
need to submit this form. You must submit the Formulator's Exemption Statement_(EPA Form 8570-27). 

D 1 am responding to a Data-Call-in Notice, and have included wilh this form a list of companies sent offers of compensation (the Data Matrix form 
should be used for this purR_ose}. 

Section 1: METHOD OF DATA SUPPORT (Check one method only) 
1 am using the cite-all method of support, and have included with I am using the selective method of support (or cite-all option under 

D this form a list of companies sent offers of compensation (the ~ the selective method), and have included with this form a 
Data Matrix Form should be used for this purpose). completed list ol data requirements (the Oata Matrix form must be 

used). 

Section II: GENERAL OFFER TO PAY 

LJ (Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements) 

1 hereby offer and agree to pay compensation. to other persons, with regard to the approval of this application, to the extent required by FIFRA. 

Section 1.11: CERTIFICATION 
t certify that this application for registralion, this form for reregistration, or this Data.call·ln response is supporled by all data submitted or cited in 

the application for registration, the form for registration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective 
method is indicated in Section t, this application is supported by all data In the Agency's files that ( t) concern the properties or effects of this product or 
an identical or substantially similar product, one or more of the Ingredients In this product; and (2) Is a type of data that would be required to be submitted 
under the data requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or 
similar composition and uses. 

t certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that I have obtained 
the written permission of the original data submitter to cite that sludy. 

1 certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a} I am the original data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study is in the public literature; (e) I have notified in writing the company that submitted the study and 
have offered (i) to pay compensation to the extent required by sections 3(c)( t)(F) and/or 3(c)(2)(B} of FIFRA: and (ii} to commence negotiations to 
determine the amount and terms of compensation, If any, to be paid for the use of the study. 

1 certify that In all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance with sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should 1 fail to produce 
such evidence to the Agency upon request, I understand that the Agency may Initiate action to deny, cancel or suspend the registration of my product in 
conformity with FIFRA. 

I certify that the statements I have made on this form and all attachments to it are true, accurate, and complete. I acknowledge that any 
knowingly false of misleading statement may be ~unishable by fine or Imprisonment of both under the applicable taw. 

Signature Date Typed or Printed Name and Title 

#7-7~ March 21, 2011 Jeffrey T. Bookout, M.S. 
Regulatory_ Affairs Manager 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approved OMB No. 2070-0060 I 

401 M Street, S. W. 
Washington, D.C. 20460 : 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per I 

response for reregislralion and special review activities. induding lime for reading lhe instructions and compleling the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Direclor, OPPE lnformalion Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W .. Washington. DC 20460. Do not send the form to I his address. I 

DATA MATRIX . 

Date: March 21, 2011 EPA Reg. No./File Symbol: 524-LOL I Page I of I 
' 

Applicanfs/Registrant's Name & Address: Product: MON 89034 X TC1507 X MON 88017 i 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 X DAS-59122-7 
Ingredients: Bacillus tlmringiensis Cry I A. I05, Cry2Ab2, Cry! F, CryJBbl, Cry34/35Ab I Proteins and the Genetic Materials (Vectors PV -ZMIR245, PHP8999, PV -ZMIR39, and 
PHP17662)Nccessary for their Production in MON 89034 x TCI507 x MON 88017 x DAS-59122-7 (OECD Unique Identifier. MON-89034-3 x DAS-01507·1 x MON-88017-3 x -·-DAS-59!22-7) 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter Status Note 

Administrative Materials for Monsanto and 
Monsanto Licensee SmartStax0 RIB 
Manufacturing Standard Operating ' 
Procedures. 

This 
Monsanto Company OWN Application 

Monsanto and Monsanto Licensee Smai1Stax0 

RIB Manufacturing Standard Operating 
Procedures. 

Manufacturing 
Monsanto Comp_any OWN Infonnation 

Signature Name and Title Date 

#7·7-~~ Jeffrey T. Bookout, M.S. March 21,2011 

--- ~ ~ 

Regulatory Affairs Manag__<:_r_ 
-- ---

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton. D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is estimated lo average 0.25 hours per response for registration activities and 0.25 hoUis per 
response for reregislration and special review activities, induding time for reading the instructions and completing the necessary forms. Send comments regarding the butden estimate or any 
other aspect of this collection of information, including suggestions tor reducing the burden to: Director, OPPE Information Management Division (2 t37), U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washinoton. DC 20460. Do not send the form to this 

Lvuis. MO 63167 

Signature 

Nr:r~~ 
E only Paper version. 

Monsanto Company 07 -CR -192E-E3 

Monsanto 

Monsanto 

Name and Title 

Page 5 of5 
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OWN 

Date 
March 21,2011 

This 
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484234·00 

March 18, 201 I 

MONSANTO CoMPANY 

1300 I (EY~) SrRe~r, NW 

Su1r~ 450 EAsr 

WASHINGTON, D.C. 20005 

PHONE (202) 383-2866 

fAX (202) 789·1748 
Document Processing Desk http:/ /www.monsanto.com 

Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-450 I 

Attn: Dr. Sheryl Reilly, Branch Chief, Microbial Pesticides Branch, Biopesticide and 
Pollution Prevention Division (751 lP) 

Subject: Dow AgroSciences' and Monsanto's Response to Uncertainties Raised by the 
Scientific Advisory Panel, Dec 8-9,2010 Regarding SmartStax® RIB; EPA File 
Symbol524-LOL (Monsanto); EPA File Symbol68467-RA (Dow AgroSciences) 

Dear Dr. Reilly: 

Thank you and your team for the opportunity to review our additional modeling .results, 
presenting worst-case seed mix effects on heterozygous fitness, relative to a 5% seed mix refuge 
for MON 89034 x TCI507 x MON 88017 x DAS-59122-7 on March 15, 2011. Accompanying 
this letter is a document reviewing the conservative modeling results discussed in the March 15, 
2011 meeting, as well as our response to the December 8-9, 2010 Scientific Advisory Panel's 
concerns. 

The documents accompanying this letter have been classified "A" or "B", as defined by the 
Agency: 

• Category "A": Materials that can be released to anyone, regardless of affiliati0'l tc, a 
foreign or multi-national pesticide producer. 

• Category "B": Information can be released only to individuals that attest they ~r~ not 
employees or agents of a foreign or multi-national pesticide producer, as per FlFM 
Section I O(g). 

Monsanto Company 07-CR-I92E-E2 Page I of2 
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Documents accompanying this letter: 

Document Category 
Cover letter A 

Transmittal document A 

Administrative Materials for Dow 
AgroSciences• and Monsanto's 
Response to Uncertainties Raised by the A 
SmartStax® RIB Scientific Advisory 
Panel, Dec 8-9·, 2010 

Dow AgroSciences• and Monsanto•s 
Response to Uncertainties Raised by the 
SmartStax® RlB Scientific Advisory 

B 

Panel, Dec 8-9,2010 

If you have any questions regarding this submission, please do not hesitate to contact Dr. Russell 
P. Sclmeider at 202-383-2866 or myself at 314-694-6514. 

cc: Mr. Mike Mendelsohn, EPA BPPD 
Dr. Alan Reynolds , EPA BPPD 
Dr. Russell P. Schneider, Monsanto Company 
Dr. Nicholas Storer, Dow AgroSciences 

Monsanto Company 07 -CR -192E-E2 Page 2 of2 
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MONSANTO~-
TRANSMITTAL DOCUMENT 

SUBMITTED BY 

Monsanto Company 
800 N. Lindbergh Blvd. 

St. Louis, MO 63167 

) 

REGULATORY ACTION IN SUPPORT OF \VIDCH 
THIS DOCUMENT IS SUBMITTED 

Dow AgroSciences' and Monsanto's Response to Uncertainties Raised by the SmartStax® RIB 
Scientific Advisory Panel, Dec 8~9, 2010 

EPA File.S:Ymbol 524~LOL 

TRANSMITTAL DATE 

March 18, 2011 

MONSANTO REFERENCE No. 

07~CR~192E~E2 

Monsanto Company 07~CR-192E~E2 Page 1 of2 328 



LIST OF SUBMITTED DOCUMENTS 

Administrative Materials 

Administrative Materials for Dow AgroSciences' and Monsanto's Response to Uncertainties 
Raised by the SmartStax® RIB Scientific Advisory Panel) Dec 8-9,2010 

MRID Number---------------

Additional Information 

Dow AgroSciences' and Monsanto's Response to Uncertainties Raised by the SmartStax® RIB 
Scientific Advisory Panel, Dec 8-9, 2010 

l'vfRID Number 48423401 
--~~~~---------------

Company Official: 
([;6stin Burns, Ph.D. 
Regulatory Affairs Manager 
(314) 694-6514 

Company Name: Monsanto Company 

Company Contact: Russell P. Schneider, Ph.D. 

Date 

Senior Director, Regulatory Affairs and Policy 
Washington D.C. 
(202) 383-2866 
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MONSANTO~-
Administrative Materials for Dow AgroSciences' and Monsanto's Response to 

Uncertainties Raised by the SmartStax® RIB Scientific Advisory Panel, 
Dec 8-9, 2010 

SmartStax® 
EPA File Symbol524-LOL 
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